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CERTIFICATE OF THE SECRETARY OF ENVIRONMENTAL AFFAIRS 
FOLLOWING REMAND 

ON THE 
FINAL ENVIRONMENTAL IMPACT REPORT 

PROJECT NAME : BioSquare Phase I1 
PROJECT MUNICIPALITY : Boston (South End) 
PROJECT WATERSHED : Boston Harbor 
EOEA NUMBER : 12021 
PROJECT PROPONENT : University Associates Limited Partnership 
DATE NOTICED IN MONITOR : August 8,2004 

As the Secretary of Environmental Affairs, I hereby issue the following Scope for 
a Supplemental Final Environmental Impact Report (SFEIR). 

Background 

On August 1 1,2004, a Certificate on the Final Environmental Impact Report 
(FEIR) was issued that determined the FEIR to have adequately and properly complied 
with the Massachusetts Environmental Policy Act (G. L. c. 30, ss. 61-62H) and with its 
implementing regulations (301 CMR 1 1.00). Following the issuance of that Certificate, 
litigation was commenced in Superior Court involving the proponent and other 
Among other things, the plaintiffs challenged the adequacy of the FEIR. In a 
Memorandum and Order dated July 3 1,2006, the Court vacated the certification of the 
FEIR and remanded the matter to me for further administrative action in light of the 
Court's decision. The Scope that follows for the SFEIR is intended to address the 
specific information and analyses identified regarding the FEIR in the Court's 
Memorandum and Order. 

Ten Residents of Boston v. University Assoc. Limited Partnership. et al., Suffolk Sup Ct. C.A. No. 05- 
0109-BLS2. This office was not a party to that litigation. 
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Proiect Description 

As described in the Draft EIR, the proposed project involves development of 
457,700 square feet of medical research space, 1,400 parking spaces, and associated 
infrastructure on a 14.5-acre site along Albany Street. The project includes a 223,000 
square foot building that will contain a "Level 4 Biocontainment" national research 
facility. The BioSquare Phase I1 project functions as an expansion of the BioSquare 
Phase I project (a.k.a. the University Associates Project, EOEA #7034), which completed 
the EIR review process in 1991. The Draft EIR also includes a cumulative traffic impact 
analysis that incorporates analysis of the Moakley Services Center Project (EOEA 
#11883), in accordance with the 1999 Certificates on the Moakley Services Center 
Project and BioSquare Phase I1 Project. 

Thresholds and Jurisdiction 

The project is undergoing review and requires the preparation of a mandatory EIR 
pursuant to section 11.03 (6)(a) (6) and (7) of the MEPA regulations, because the project 
requires an access permit from the Massachusetts Highway Department (MHD) and 
involves the generation of greater than 3,000 new vehicle trips per day and provision of 
greater than 1,000 new parking spaces at a single location. The project will also require a 
Sewer Connection Permit from the Department of Environment Protection (DEP). The 
project will also require a minor modification to an existing Urban Renewal Plan from 
the Boston Redevelopment Authority (BRA), and review by the Massachusetts Historical 
Commission. The proponent is seeking financial assistance from the Commonwealth for 
the Moakley Services Center portion of the project. MEPA jurisdiction therefore extends 
to all aspects of the project that may have significant environmental impacts. 

SCOPE 

General 

The form and content of the Supplemental Final EIR should conform to the 
requirements of the MEPA regulations at 11.07(6) except as otherwise directed by this 
Scope. 

At a minimum, the proponent should circulate the SFEIR to those parties 
submitting individual written comments on the ENF, Draft EIR, andlor the Final EIR, and 
to any state agency from which the proponent will seek permits. The proponent should 
also make a reasonable number of hard copies of the Final EIR available on a first come, 
first served basis. 

Biocontainment Building 

In response to the Certificate on the Draft EIR, which requested an evaluation of a 
"worst case" safety event involving the loss of the physical integrity of the containment 
systems, the FEIR provided an analysis of a release of airborne anthrax spores. The 
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SFEIR should evaluate an additional "worst case" scenario that involves the risk of 
contagion arising from the accidental or malevolent release of a contagious pathogen. I 
note that the Court's Memorandum and Order references smallpox, SARS, and the Ebola 
virus as potentially representative "worst case" contagious pathogens. The SFEIR should 
incorporate the analysis of anthrax from the FEIR to facilitate comparison and review. 
The analyses of a "worst case" scenario should quantify, to the extent possible, the 
magnitude of the impacts in terms of actual or probable damage to the environment, 
including the probability of the risk of the "worst case" scenario over the life of the 
project. 

Alternatives 

The SFEIR should identify feasible alternative locations for the biocontainment 
building, including at least one feasible alternative location located in an area less densely 
populated than the proposed location in Boston's South End. The SFEIR should evaluate 
whether the potential public impacts due to the release of a contagious pathogen, 
including a "worst case" scenario, would be materially different if the biocontainment 
building were located in a feasible alternative location in a less densely populated area. 

Mitigation 

The SFEIR should demonstrate that such impacts have been avoided to the 
maximum extent feasible, identify measures to minimize those potential impacts that 
cannot be avoided, and identify appropriate mitigation for any potential impacts upon the 
public, such as due to the release of a contagious pathogen, that may be identified 
through the analyses required above. The SFEIR should contain a summary of the 
mitigation measures committed to by the proponent. Revised Draft Section 61 findings 
should be included in the SFEIR for any state agency issuing a permit or approval for the 
project. 

Response to Comments 

The SFEIR should respond to the comments received on the FEIR to the extent 
that they are within the Scope of the SFEIR. The SFEIR should include a copy of each 
comment letter received. The SFEIR need not reproduce every form letter received but 
should include one template and any form letters that included additional individual 
comments. The SFEIR should present any additional narrative or quantitative analysis 
necessary to respond to the comments received. 

September 5.2006 
Date 
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CERTIFICATE OF THE SECRETARY OF ENERGY AND ENVIRONMENTAL AFFAIRS 
ON THE 

NOTICE OF PROJEer CH."""IGE 

PROJECT KAME 
PROJECT MUNICIPALITY 
PROJECT WATERSHED 
EEANUMBER 
PROJECT PROPONEKT 
DATE NOTICED L"I MONITOR 

: BioSquare Phase II 
: Boston 
: Boston Harbor 
: 12021 
: Boston University and Bos(Qn Medical Center 
: September 7, 2011 

Pursuant to the Massachusetts Environmental Policy Act (MEPA) (G.L.c30, SS. 61 ·62J) 
and Section] 1.10 of the MEPA regulations (301 CMR ll.00), I have reviewed the Notke of 
Project Change (:NPC) for this project The NPC requests that the proponent be allowed to 
conduct two levels of research in the National Emerging fnfectious Disease Laboratories 
(KEIDL) Building] prior to the submission of the Supplemental FinaJ Environmental Impact 
Report (SFEIR) and the court required risk assessment The NEIDL Building is one componem 
of the- larger BioSquare Phase II project. The proponent has identified the levels of laboratory 
research ali Biocontainment Safety Level (BSL) laboratories, known as BSL·2 and BSL-32

. In 
accordance with the Certificate Following Remand on the FEIR dated September 5, 2006. the 
project as a whole continues to require the preparation of an SFEIR that will address the question 

1 The BloSquan: Phase n property isjointly owned by Boston University and Boston Medical Center. It was 
f()rrnerly held under the liniversity A:-.socia1es Limited partnership and is now hdd Lhrough the :BinS4uarc Really 
TrusL The NElDL Building is a Boslon Univcrsit:y ProJect. The NEfDL Ih.lllding is om located on the pared of 
Jand transferred from the tben Massacbusetts Highway Department tbat was ?3r! of the Clltire BioSquare PhaM: 11 
MEPA filing.. 

2 For a dei>Criptiun of the cla;;$ificatiCn of containment levels. as establi\hcd hy the Centers for Dii.ca..-;e Control and 
Preventi(\]), please see the "Review of tbe NPC' Section of this Ce:nit1cale. 
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of risk assessment and "worst case" scenarios that involve the risk of contagion arising from the 
accidental or malevolent release of a contagious pathogen. The Scope for the SFEIR issued on 
September 5, 2006 remains in effect 

I hereby determine that the ;o.JPC, as it pertains to BSL~2, does not require the 
preparation of an additional Environmental Impact Report (EIR), However, I am legally 
precluded from waiving the risk assessment for those contagious pathogens that were the subject 
of concern by the Superior and Supreme Judicial Courts and proposed for study by the National 
Institutes of Health ('NIH"), until I have been afforde-d the opportunity to review the risk 
assessment for those contagious pathogens currently being studied by NIH. The proponent 
:;.hould accordingly s.ubmit lt5 completed SFEIR with its risk assessment prior to conducting 
BSL-3 and BSL-4 laboratory research in the NElDL BUilding. Alternatively, the proponenr 
may file a future NPC and waiver request on BSL-3 activities after NIH completes its review and 
BE provides sufficient information on BSL-3 to meet the requirements of the SFEIR, should the 
proponent still wish to proceed with BSL-3 prior to BSL-4 research. 5 In a separate Draft Record 
of Decision {DROD}. also being issued today, I am proposing to grant a Phase 1 Waiver. 
allowing the proponent to conduct lower level BSL-2laboratory research within the NEIDL 
Building in advance of the SFEJR for the project. 

NPC Project Change Description 

Ac(:ording to the NPC, the project change consists of the utilization of approximavely 
65,280 square feet (sf) of BSL-2 and BSL·3laboratory space within the completed J92,000 sf 
NEIDL Building prior to the completion of the additional risk assessment/SPEIR. The proponent 
1S currently utilizing approximately another 96,000 sf of support space for offices, clinical 
re~arch and lab support. According to the proponent, BSL~2 space wouJd occupy 
approximately 40,320 sf. Nearly three year:;. ufter the huHding has been completed. the NIH's 
risk assessmenl has not yet been completed. The proponent estimates that it may take as: much as 
a year before the ri~k assessment is completed and the SFEIR is subject to my review. Before the 
NEIDL Building is approved for 30,720 sf of BSL-4 laboratory use, the highest BSL level for a 
research laboratory, the general public will be provided \vith an opportunity to review and 
comment on the rlsk as\cssment and the SFEIR, and -state and federal agencies will take action 
approving, denying. or conditioning the BSL-4laboratory usc. Additionally, the proponent 
estimates. that six to nine months wiil be needed for any applicable administrative and/or judicial 
review. The proponent's best estimate is that BSL-4 re'5carch would begin no earlier than 
October 2013. 

3 It IS important to note that !he NPC filen on behalf of Boston University d(>es not request a waiver fmm the 
rcqujremenl~ of the SFEIR for BSL-4. Only aftcr] have comple!ed my H'vicw of the SFEJR and I have determined 
It 10 be adequate, 'Will Dm~toll University be allowed w "cd: liS state permit\ IQ Ix:gin any BSL-4 Jaborarory rt'-~aTch 
work. 

2 
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The proponent would like to access the building for tower level biological research prior 
to the completion of the administrative and judidal reviews of the BSL-4 activitjes, The 
proponent has also stated that i1 will not commence actual BSL-3 level research until the risk 
assessment has been completed and considered by NIH, The proponent is accordingly seeking a 
"conditional approval" under MEPA. The proponent initmHy requested approval operate the 
hlbordtory at the BSL-2 level starting this winter and would seek addltiona] City and State 
regulatory approvals necessary' for BSL-31evcl operations so that BSL-3 research can begin 
immediately following the completion of the risk assessment by NIH, without my further review 
of the assessment. However, on October 24, 20 ll, the proponent ~nt a clarifying Jetter stating 
that the Waiver request is not conditioned upon any other action being taken by any other agency 
and is not a request thut I improperly delegate any of my responsibilities under ylEPA to other 
agencies. 

Project History . 
In 1999, an Environmental Notification Form was submitted for the proposed project. 

The pwject required a mandatory ElK 1n 2003, the DEIR was determined to he adequate. In 
the FEIR. the proposed project consisted of the development of 428,700 sf of medical research 
space, a 1.400 space parking garage (approximately 496.000 sf), and associated infrastructure on 
a 14,5-acre site along Albany Street in Boston. The project included the 192,000 sfNEIDL 
Building. The BioSquare Phase II project functions as an expansion of the BioSquare Phase T 
project (a.k.a, the University ASSOCiates Project, EEl\. #7034), which completed its EIR review 
process in 1991 and the Moakley Services Centel' Project {EEA # 11883). On Augu),t 11,2004, 
the FEIR for the BioSquare Phase II was determined to be adequate. 

Following the issuance of that FEIR Certificate, a group of ten citizens commenced 
htigation against the proponent and other parties, challenging, among other things, the adequacy 
of the FEIR. In a Memorandum and Order dated July 31, 2006. the Court vacated tbe 
certification of the FEIR and remanded the matter to the then Secretary of Environmental Affairs 
for further administrative action in light of the Court's decision. Soon thereafter. the proponents 
petitioned the Appeals Court, pUTt-uant to G, L c. 231, i\. ) 18, for interlocutory relief from the 
Superior Court's decision, and the matter was subsequently transferred to the Supreme Judicial 
Court (SJC). On December 13, 2007, lhe SJC rendered its dCc1<il0n in Allen v. BRA., ct aI, 450 
Mass. 242 (2007). affirming the Superior Court decision and holding that: the decision on the 
adequacy of the final EIR was arburary and capricious (1) in failing to conl'ider likely damage to 
the environment caused by the release of a contagious pathogen, and (2) due to the developer's 
failure to address alternative locations fDr the project, In its decision, the SJC noted {hat the 
decision on the adequacy of the final EIR was arbitrary and capricious in that the "worst case 
scenario put forth by the proponent inadequately addressed the consequences of a reJease of 
contagious pathogens from the Blol...ab, potentially denying State Agencies the opportunity to 
meaningfully review the environmental impact of &uch a release and consideration of the 
measures (hat would be necessary to mitigate environmental damage." Id, at 257. 

3 
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As a result of the remand order from the Supedor Court, the then Secretary issued a 
Certificate Following Remand on the FElR on September 5,2006. that required a Supplemental 
Final Environmental Impact Report (SFELR). That certificate was flot modified after the 
December 13,2007 SJC affirmation oflhe Superior Court's remand", 

The project bas also undergone review under the National Environmental Policy Act 
(NEPA), and the National Institutes of Health (NIH) completed a Final Environmental Impact 
Statement and issued a Record of DecisIOn in February, 2006. In response to issues raised in a 
federal court proceeding regarding the NIH Final Environrnentallmpact Statement (PElS), the 
NIH completed additional reviews of the potential impacts of tbe BSL-4 Biolab. including a 
report entitled the Draft Supplementary Risk Assessments and Siu Suitability Analyses for the 
National Emerging Infectious Diseases Laboratory, Boston University (DSER) 5, which was 
developed, in part, to address the Superior Court and SJC directive that the SFEIR provide 
additional worst case scenario analysis and evaluate the comparative levels of risk associated 
with alternative locations for the BSL-4. 

In 2007, former Secretary Ian Bowles requested that the National Research Council 
(NRC) convene an expert committee to provide technical input on the DSER Secretary Bowles 
asked that the Committee evalUate only tbe DSER, and not mitigation. The Co.mrnittee was 
asked to review the DSER and meet to discu.:;s the methodologies and analyses therein and to 
address the following specific questions pertaining to the scientific adequacy of the NIH Study: 

• Determine if the scientific analyses in the NIH Study are sound and cre-dible; 

• Determine whether the proponent has identified representative worst ca:;e scenarios; and 

• Determine, based on the study's compadson of risk associated with alternative locations. 
whether there is a greater risk to pubHc health and safety from the k1Cation of the faciljty 
in onc or another proposed location. 

The parties agreed that the Committee's report would be limited to a technical review of the 
DSER, and that the Contractor; the National Research Council (NRC). would not make any 
findings or recommendations regarding the adequacy of any de-terminations or decisions ml':t(le 
by any agency Of department of the U.S. Government Or the Commonwealth under NEPA or 
MEPA, Furthermore, NRC would not be responsible in any way for any such decisions or 

4 1be 2{))n CertIficate required the SFEIR to eV1:!lualC an additional "worst case" scenario that involved the risk of 
contagion arising from the accidenlal or malevulcnl release of a contagious ptdnogen. The 2006 Certificate furthcr 
staled that. in light of the Superior Court $uggestinn that s.mallpox, SARS, and Ihe Ebola virus lJ.\ potentially 
representing '''wOP.i1 case" contagious palhogens, the SFEIR should incorporate the analysis of "nthrax from the FEIR 
to facilitate comparison and reVIew. The 2()()() Certificate also 1l01('\.1 that (he SFEIR ~hould identify a feaslhle 
alternative j')calion for the :'iOClmtmnmenl building in a less deus<ly populated area, 

5 TIle DSER was. i:ltended 10 form the sClentific ba~js of the SFEIR. which Boston Univcr~ity has not yet fih;:d for 
MEPA review. 

4 
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determinations. Thus, the questions addressed by the Committee solely pertain to the scientific 
adequacy of the risk assessment and other analytical methodologies used in the DSER and 
whetherthe report responds to former Secretary Bowles' questioo<; in a scientifically sound and 
credible m..1nner. 

The committee's assessment was e-ritical of the DSER, finding that it was not sound and 
credible, did nO{ adequately identify and thoroughly develop worst-case scenarios, and did not 
contain the appropriate level of information to compare the risks associated with alternative 
locations. The report also raised specific concerns about agent selection. scenario development. 
modeling methodology, envjronmental justice issues, and risk communication. 

As a re5-ult of the concerns raised by the NRC, NIH established its Blue Ribbon Pane] 
(BRP) in March, 2008, to provide scientific and technical advice to ~lH. This process 
culminated in the :'\RC committee delivering its third report in April, 2010. which found the 
proposed approaches to conducting the risk assessment suitable and well planned. Additionally, 
the NRC committee determined that the 13 path('gen agents selected for analy"is were 
appropriate and comprehensive, ,md the expertise .. wailab1e on and to the asse"sment team 
seemed strong. The committee encouraged NIH and its contractor (Tetra Tech} to develop 
qualitative analyses (an explanation ofthe safety and risk profile) of all 13 pathogens in a 
manner that is dear and accessible to the pubJic. The conmtittec also suggested that the 
qualitative analyses in the body of the assessment he supplemented with results of quanti1.ative 
modeling planned for five pathogens, with details provided in appendices. Further, the 
c-ofIunittee encouraged NIH to rely on data available from existing case studies, public health 
surveillance of the surrounding communities, and release incidents, not only to support its 
models but also to provide a complete and understandable picture for the public. The :'\RC 
commiHee again emphasized thHt the final risk assessment serve as an effective risk 
communication toot 

On September 22,2010, NIH submitted and presented supplemental materials to the 
NRC committee, and after reviewing the material, the NRC committee concluded that it could 
not endorse NIH's ,upplemental materials and iJlu!>trative umdyses. 10 summary. the- results 
presented on September 22 were insufficient for the committee to find that the analyses 
presented thus far will lead to a scientifically and technically sound risk assessment. The 
iUu:;trative results presented 10 date were not sufficiently documented and supported to conV1nce 
the committee that the contractors arc on track to completing a comprehen;,Jve risk assessment 
for the NEIDL facility. The committee also nOled that based on the limited information provided 
by NiH's contractor, the information was not responsive to th(' committee's recommendation 
that qualitative amlly:-.es addressing the three questions raised in its 2008 letter report be prepared 
first and that these qualitative analyse" then be supplemented by quantitative analysis through 
modeling using available dala on the agents in question. The NRC committee also found that 
any modeling should be used in a context thut reflect~ scientific knowledge and experience. The 
con1lllittee reiterated the need to include actual data based on published results in the models 

5 
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where pos:-:ible, and that the models be transparent and couched in the context of the risk 
assessment and address appropriate uncertainties. As it currently stands, BD has yet to complete 
its risk assessment of the 13 pathogens that are under review by the :"loIRe comrrnttee. 

Against this backdrop it is imporrant to note two important aspects of !.he pending 
Superior Court decision: (1) the inclu:.ion of "contagjous pathogens" in its requirement for an 
SFEIR and (2) strong litigation language in a footnote relative to the Secretary's inabiJity to 
delegate his authority under MEPA to a federal agency. First. the Superior Court found that "no 
EIR regarding the Biolab project can rationally be found to comply with MEPA that failed to 
consider any 'worst case' scenario that involved lhe risk of contagion arising from the acddental 
or malevolent release of a contagious pmhogen, ,," The NPC does not outline or examine the 
differentiation between the BSL~3 and BSL-4 risk assessment being undertaken by NIH. What 
is clear is that a risk assessment is being carried out on BSL~3 pathogens, Some comrnent leuers 
have pointed out that certain BSL-3 agenL<; may present more serious potenti"! risks than BSL~4 
agents and may be described as contagious pathogens6

, 

Secondly, the Superior Court has required a risk assessment for the more serious 
contagious pathogens and has emphasized that the Secretary may not delegate his requirement to 
examine the issues before MEPA to a federal authority. Specifically, the Court states: "'an 
parties acknowledge that the Secretary may not properJy delegate her responsibility to ensure an 
adequate Final ElR to any federal agency. Nor may she certify an inadequate EIR based on her 
expectation that the issues inadequately analyzed wiH later be adequately analyzed in a federal 
ElK" T~D.Residents vs. Boston Reds:velopment Authority, 24 Y1ass. L. Rep, .. ;.?24. [oW (2006,. 
Thii-O judicia1 edict continues to govern my ability to render MEPA decisions wHh respect to the 
Biofab, The ongoing risk as~essment development brought about by both federal and state court 
decisjons contains some BSL+3 pathogens, as well as BSL~4 pathogens. Therefore, in spite of 
the proponent's darifying letter, I am legally barred from acting on the proponent's waiver 
request for BSL-3 level research until 1 am able to independently review the risk assessment for 
the contagious pathogens proposed for study by Be at the Biolab. I have reached thiS 
conclusion after consultation with counsel, including the Office of the Attorney General. In 
addition, I have re.1lucsted that the Offlce of the Attorney General submit this Certificate to the 
Court as ali infonnational filing,' 

6 Tn the Novemher 7, :2007 report prepare.:! by an expert commiucr that wa:.: convened by the NU!l0nal Research 
Council to review the Draft Supplememary Risk Assessments and Sitte SUitability Analyses for the Nr.Jf/onal 
Emprginf: Infectious Di~-eases Laborarory, Boston Unil--ersiry (DSER) that wa~ prepared in connenipn with the 
National Environmental Policy Act. thc NRC committee noted that: ·'Agerl:s such as Ycrxinro pestix (pneumonic 
plaguc). influenza virus (including virulcnt mains), SARS virus, and highiy patr.ogenic <lv,an influenLtl virus are 
pftcn studicd in BSL·3 arid other lowef--level nmtairimCnl facilities." See i'iRC RepNt, page 8" The Committee also 
noted that 'the 'SeJoction of agents for the \V,]rst case scenario was appropriately not limited w BSL-4 "gents as some 
a~en!s handled in BSL-3 facilili.::;; mny prescrH more serious potential risks than BSL-4 ag';(j;s. Agents are 
categorized fer BSL-4 containment h..::cauSi:: they c"use deadly disease for which there is no {f\~(jtmcnt, no-I because 
they are highly mfectious and cau,~c \~id..:spread di$ea~e." Id. 

7 To differentiale BSL-3 and BSL-4 fwm BSL~2, lnl'le Iha! TIone of the :3 palhugens heing studied in the NlH risk 

6 
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Jurisdicti<!!U!pd Permitting 

The project as a whole is subject to a mandatory EIR pursuant to Section 11.03(6}(a}(6) 
and (7) of the MEPA regulations because it will (1) require State Agency Permits (2) generate 
3,0CI(} or more new vehicle tdps per day and 3) provide greater than 1,000 new parking spaces at 
a single location. It required a Vehicular Access Permit from the Massachusetts Department of 
Trans.portation (MassDOT). After it has received all the necessary revie\.\'s and approvals for 
lower level research operations. the proponent must obtain a Sewer Use Discharge Permit fmm 
the Massachu~tts Water Resources Authol'ity (MWRA), The project required a minor 
modification to an eXlsting Urban Renewal Plan from the Boston Redevelopment Authority 
(BRA), The proponent was required to comply with the National Pollutant Discharge 
Elimination System (NPDES) General Permit for stormwater djscharges from a construction site, 

Because the proponent has received a tnmsfer of state land for a portion of the project8-. 
MEPA jurisdiction over this portion of the project subject to the land transfer is broad and 
extends to all aspecL<;, of the project that are likely, directly or indirectly, to cause Damage to the 
Environment, as defined in the MEPA regUlations, (n relation to this ~PC and the NEIDL 
Building, the State Agency Action involved is a Sewer Use DiSCharge Pennit from the \1WRA. 

REVIEW OF THE NPC 

The NPC presented a description of the use!-> proposed for the NEIDL Building, BIXause 
the ~E]DL Building is completed, the proponent has identified few environmental impacts, 
Traffic and parking impacts, drainage, and permitting issues were fully evaluated in the DETR 
and the FEIR. The remaining issues to be reviewed, such as the risk assessment, wi}] be 
addressed in the SFEIR. 

As noted above, the review of the NPC is unavoidably linked to the governing court 
ruling as It penains to contagious pathogens. The Centers for DIsease Control and Prevention 
(CDC) has establishe-d standards for the classification of containment levels for biological 
research laboratories, known as Biocomainment Safety Levels (BSL) l-4. BSL-l is suitable for 
work involving well~characterized agents not known to consistently cause disease in healthy 
adult humans, and that pO'ile minimal potential hazard to laboratory personnel and the 
environment. The laboratory is not necessarily separated fro!'n the building's generallraffic 
patterns and work is generally conducted on open bench tops using standard microhiological 
practices, Special containment equipment and/or facility design is not required. Laboratory 
personnel have specific training in the procedures conducted in the laboratory and are supervised 
~.-.--~ 

usscssmc-nl arc BSL-2 agents. Whilt: tbe Supenor Court decision did nOl: sJXX:lucalIy remme BSL-2 from its risk 
assessmc-nl rcquircmen:s. it is clear that the Court was asking that highly dangerous palh0gt'GS be ex,a;nined, nOI the 
more moderate BSL-2 palll<)g!'of1~. 

R T~ plaintiffs have challenged (he ct't1cacy of the tram,fer of lund ir. the litig:u;on now pending before the Superior 
CQutt. and that maHer remains before the C(lUn n5- well. 

7 
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by a scientist with general training in microbiology or a related science. BSL-2 is similar to 
BSL-l for work involving agents of moderate potential hazard to personnel and the environment. 
These labs have personnel with spe.cific training in the handling of pathogenic agenls, and access 
to the 1aboratory is limited when work is being conducted. \Vithin the facility, extreme 
precautions are taken with contaminated sharp items. Biological safety cabinets or other physical 
contalmnent equipment are lISed in certain procedures where aerosols or splashes rna)' occur. !\o 
BSL-2 agents are involved in the fisk assessment currently being developed by the NIH. 

BSL-3 is used for clinical. diagnostic, teaching, research or production facilities where 
work is done with indigenous or exotic agents that may cause serious or potentially lethal disease 
as a result of exposure by inhalation, absorption, ingestion, or injection. The jab has special 
engineering and design features, and laboratory personnel have specific trajning in the handling 
of pathogens and potentially lethal agents. All procedures. involving the manipulation of 
infectious materials are conducted within biological safety cabinets or other containment 
devices, Personnel may have additional personal protective equipment requjrements, possibly 
including respiratory pr0tectjon in some labs. Access is restricted to only those that have proper 
training and security access to work in the facility. 

BSL-4 is required for work with dangerous and exotic agent:-. that pose a high indlvidual 
risk of lab infections and life-threatening disease and for which there is no vaccine and no cure, 
The lab staff has specific and thorough training in the handling of extremely hazardous 
infectjou& agents. the use and function of primary and secondary containment. and the standard 
lab practices and procedures, The lab director strictly controh access to the lab, whkh is either 
in a separate building or in a controlled secured area within a building completely isolated from 
all of the building areas. A special training program for staff is required, including training on 
personal protective equipment (positive pressure suit). A speclt1c facility operations manual is 
prepared or adopted. 

Upon issuance of a Final Record of Deci~ion, granting BlJ's waiver request for BSL·2 
activities. the MWRA can issue a Sewer Use Discharge Permit to the proponent for BSL~2 
activities at the laboratory. All research proposals at the NEIDL Building will be reviewed and 
approved in advance by the Boston University fnstitutional Biosafety Committee (!Be). The IBe 
has two ('ommunity representatives on it. There is an NEIDL Community Liaison Committee 
(CLC) with six community representatives serving on it for the research laboratory, The CLC 
wHl review all work proposed at the facility and advise the community on planned re::.earch 
activities. 

Waiver Re,{]uest 

As noted above and as set forth more fully in the DROD also being issued today. the 
proponent has requested a \Vaiver to allow for the utjJjzation of approximately 65,280;-,f of low 
level laboratory research space within the 192,000 sf NEIDL building prior to completiun of the 
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risk a&sessmentiSFEIR. Based upon my review of the NPC and the comments received, I have 
proposed to grant the Waiver. but only for BSL-2 laboratory research activities cDntaining 
approximately 40,320 sf. The proponent currently utilizes 96,000 sf of space within the building 
for support service, such as office, clinical research, and lab support. The DROD will he noticed 
for public COITunent and contains condHlons to ensure that the impacL"i from utilization of the low 
level laboratory research space arc avoided, minimized. and mitigated to the maximum extent 
feasible. The cumulative impacts of the project and the utilization of BSL-3 and BSLA 
laboratory ri.~search space will be further addressed in the risk a<;sessmentfSFEIR. 

I acknowledge the conunents and concerns exprc,,<;,ed by many commenters, However, I 
do not believe that the impacts from the utilization of BSL-2 laboratory tesearch space warrants 
the preparation of an EIR under the applicable provisions of the MEPA regulations. or under the 
requirements of the Superior Court decision as upheld by the SJC, I am also confident that the 
risk assessment for the project can he fully reviewed in the context of the SFEIR The proponent 
has represented that the only risks a$:;t)cimed with the project lie in the research thar will be 
perfomled in BSL·4 laboratories. After reviewing the SJC and Superior Court decisions, I note 
that the Sf-tIR includes laboratory research that may qualify as BSL-3 and BSL-4, The threat or 
risk [rom laboratory research wHJ be from research on extremely contagious biological agents 
that could pose serious harm to an already compromised Environmental Justice community jn 
Bos10n's South End neighborhood, The proponent should continue to work with community 
members to address their ongoing concerns. 

The SFEIR should also address the MetropoHtan Area Planning Council's concern 
regarding tbe transport of hazardous materials to and from the project site, 

CQ!J.clusion 

Based upon a review of the NPC and the comments recelved. I have proposed in a 
separate DROD issued today to grant a Phase 1 \Yaiver for utllization of the NEIDL building for 
BSL-2 low level research prior to the completion of a risk aS5cs:-.ment by the NfH and the 
subsequent submittal of the SPEIR. 

D~cember 2, 201) 
Date 

( . 
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Comments nx-cived: 

Boston Public Health Commission. 8/3 jill 
Association of Independent College and Universities in Massachusetts, 8//31/11 
Fort Point Associates, 911111 
Joanie Parker,91l1l1 
Lynn Klotz, 911111 
Conference of Boston Teaching Hospitals, 9/2/11 
Michele D. Maniscalco, 912111 
MassBio, 916111 
Eliz.qbeth Glenn, 916111 
John Saylor, 916111 
Chris Knighton, 916111 
Nathan Seavey. 9/6111 
Monica Spkher. 916111 
Elizabeth Glenn, 916111 
Kyla Neilan, 916111 
Associated Industries of Massachusetts, 9nJ 11 
Dr. David Waxman, 9nl11 
Diana M, Nugent, 918111 
Ara Tahmasslan, 9/811 J 
Robina E, Folland, 918111 
Robert Donahue, 9/8/11 
Donna ,\f Ambrosino. MD, 9/8111 
Eleanor MacLellan, 9/8111 
Louis)l,1, & Crn'is'ina S, Abbey, 9/S!!1 
Elizabeul Claggetl,Borne, 918111 
Paol Saint,Amund, 9/8/11 
Danie1 Verinder, 9/8/11 
Michael Bleiweiss, 9//9l1l 
Phyllis], Miller, 919111 
Greater Boston Chamber. 919/11 
Kenneth Ryan, 919/11 
Dana-FarberlHarvaro Cancer Center, 9/9111 
John Tonki>s, 919111 
Rebecca Gloe, 9/9/11 
Jonathan Freedman, 91911 1 
Constance Phillips, 9/9/11 
S, Sherill Ashe, 9/9111 
Benjamin Tocchi, 9/91l1 
Rachel Mia Loone, 9/10111 
Boston University School of Public health, 9/12111 
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Patty Kellogg, 9/12111 
Mark Lohsen. 9112111 
Mary Hart. 9112111 
Lehigh University, 9113ill 

NPC Certificate 

Brigham und \Vornen·s Hospital, Presjdent, 9/13/11 
Terence M. Keane, 9113111 
Barbara McKinley. 9/13/11 
Shirley Kre"el. 9/13111 
Polly Wynn Allen. 911311 I 
Elizabeth R Gerlach, 9il4ill 
Patricia Aroo. 9/14/11 
Brellda M. Steinberg. 911 4111 
Dot Walsh, 9/14111 
Cat Bryant. 9/15/11 
Nancy Seymour. 9/15111 
Joan Figler. 9/15/11 
Tuft$. School of Medicine, Harris A Berman. 9/l5/l1 

December 2. 2011 

Tufts Univen;ity, Peggy Newell. ProVQ!'H & Senior Vice Presiden[ ad interim, 9/15111 
James Levin, 9/15/11 
Ellen N. Jamieson. 9115111 
Annemarie Baldyga. 9/15111 
John D. N!tsh.9115111 
Alan Weinberger, 9115111 
WitHam S. Grenzebach. 9il5/11 
Gary L. Gottlieb, PresldentiCEO, Panners Healthcare, 9115/11 
Alexis BruhakcT. 9/15111 
Albany LLC. 9115111 
Carolyn Cotsonas Finn, 9115/1 1 
Gustavo :''llostoslavsky, 9115111 
Maureen E, Feeney, Boston City Councillor, 91lSIll 
~t1arcia Davh" 9/15/11 
Jennifer A PIe us, 9/15/1 1 
Salvatore LaMattina, Boston City Coundllor 
Harbor Health Services. 9115111 
Gregory A Vigiianti, 911511 I 
Ronald B. Corky. 9/1511 I 
Bostoll University Public Safety Officers, 9/15111 
Linda E. Hyman, Associate Provost, Boston University School of Medicine, 9116111 
Noreen Rooney, 9/16111 
Terri NQrth. 91l6l11 
Jennifer Carter-Battagl1no, 9116/11 
Matthew Lubs, 9116111 
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Kenmore Association, 9/1611 I 
Patrieia~Lee Achorn, 91l61l1 

Nrc Certificate 

BiB Linehan, Boston City Councillor, 9116/11 
Diane Chalifour, 9116/11 
Greater Roslindale Health Organization, 9116/11 
Gl~gory Mooney, 9116111 
Kerry Kareta, 9/16111 
Briana Dworkin. 9/16/11 
Lucien Clulifour, 9116111 
Rob Consalvo, Boston City Councillor, 9/16/11 
Noah Carbulon, 91l6J11 
Cornelia A, Sullivan, 9116111 
Occupational Health and Delivering Results, 9/19/11 
Martin Ludlow, 9119111 
Michael Wilson, 9/19111 
Inquiline::> Boricuas En Accion, 9!l9/11 
Kaney Wrenn. 9119111 
Sara Willig, 91 I 91l I 
Susan M, Mortimer, 9/19/J 1 
Kennedy Development Company, 9!19111 
Dennis Broyer, 9/19/11 
Elke Muhlbel'ger, 911911 I 
Dr. Kath Hardcastle, 9119111 
Stuart Mullally. 9119111 
Thomas B, Flaherty, 9!19!1l 
Jess Cox, 91l91l1 
Sharon PaCitti. 911911 I 
Thomas Candles Almond. 9119111 
John Devlin, 9!19/1 I 
Robert Pacitti. 9119111 
Darren LeBlanc, 9/19/11 

December 2, 2011 

Caroline Attardo Genco, Research Director, Boston University School of Medicine, 9!19111 
James Wrick, 9119111 
Robert Macneill, 9/1911 j 
Mary E. Ryan. 9119il I 
Guy Mirisola, 9/1911 J 
Denise Henderson. 9/l9/l 1 
Bill Donahue, 9119111 
Brian Askew, 911911 I 
Rick Coyne. 91l91l1 
ROllald Rumble. 9119111 
Robert W. Cox, 9119111 
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Ron Morales, 9/19/11 
Boston Health Care for the Homeless Program, 9119111 
Karsten Olejnik, 9119111 
Bob Dougherty, 9119111 
Sandra Silver, 9/19111 
Ken Ryan, 9119111 
Marie Wrick, 9119/11 
Jack Clougherty, 9119111 
Scot Gilbert Nichols, 9119/11 
Keith Collins, 9119111 
Kevin Turner, 9119111 
Christos J, Hamawi, 9119/11 
Theodore L, Walsh, 9119111 
Joseph T. Walsh, 911911 I 
Deborah J. Walsh, 9119111 
Christopher Brayton, 9/20111 
Kristina Brauburger, 9/20/1] 
Nancy Clinton, 9/20111 
Emily Nelson, 9120111 
Igor Kramnik, 9/20/11 
Kristina Schmidt, 9120111 
Adam Hume, 9120111 
Stephen A, N, Goldstein, Provost, Boston t:niverslty, 9f201l1 
Lucille Reed, 9/20/11 
Wesley McPhail, 9120111 
Constantino Buttiglieri, 9120/11 
Peter Mancusi, 9/20111 
Theresa Claybourn, 9120111 
Bernard Bamonte. Jr., 9/20111 
Sarah Buttiglieri. 9/20111 
Gerald T. Keusch, 1\'1.D" 9120/11 
Thomas D. Tullius, 9!20f11 
Daniel Remick, Boston Medical, 9/20/11 

December 2, 2011 

Julie B. Pinkham & Donna Kelly, MassachusetlS Nurses Association, 9/20111 
Kenneth King, 9120111 
Jeffrey W. Hunter, Dean of Boston University School of Dental :\iedicine, 9120/11 
Boston City Councilors, Arroyo, Jackson, Pre~sley & Yancey, 9121/11 
Alan M. Garber, Provost and Jeffrey S. Flier, Dean, Harvard Medical Scbool, 9/21/11 
Christopher 1. Menard, 9/21/11 
Kevin M. Tuohey, 9121111 
Elizabeth Walsh, 9121111 
David H. Farb, Professor & Chair, Boston University Department ofPharmat:ology ... , 9f211l1 
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Pax Christi Western Massachusetb, 912111 i 
James Jennings, Tufts Gniversity, 9/21111 
Samuel M. Bauer, 9/21111 
Fort Point Associates, 9122/11 
Fort Point Associates, 9/22/11 
Newmarket Busine~$. Association, 9/22/11 
Alexander Norbash, MD, Boston Medical, 9122111 
R.P.F, Security Associates, 9/22/11 
Sherwood S, Hughes, 9122111 
James F. English, 9123111 
Maim E, English, 9123111 
Alan B. Dittrich, 9123111 
Massachusetts Water Resourc-es Authority, 9126/11 
Thomas G. Robbins, 9126111 
Willis Q, Wang, 9/26/11 
Sheila E Grove, 9126111 
Scott S, Pare', 9126111 
John A. Porco, Professor of Chemistry, Boston University. 9126111 
James P. Keeney, 9/2611l 
Judith Olejnik, 9126111 
Boston Imaging Core Lab, 9/26/11 
Metropolitan Area Planning Council, 9126/11 

December 2, 20 II 

359 Signed Postcards Supporting Boston University's Waiver Request. 9/27/11 
Council for Responsible Genetics, 9127/1l 
Stephen p, Burgay, 9/27/11 
South Boston Community Health Center, 9/27/1l 
Michael Welsh, 9127111 
Karen H, Antman, 9/27111 
Conservation Law Foundation, 9/27/1 I 
Watertown Citizens for Environmental Safety, 9/27ill 
Anderson & Krieger, 9127/11 
3 $jgned Postcards Supporting Boston University'S Vv'aiver Request, 9128111 
Spillane & Spillane, 9/28/11 
Karen Freund, 9/30/11 
Representative Charles A, Murphy, 9/30/11 
Representative Thomas A. Golden. Jr., 9/30111 
Linda K. Lukas, 9/30111 
Representative Harold p, Naughton, Jr., 9/30/11 
Communjty Development Corpomtion of Boston, 10/3/11 
Francisco Tapia, 10/411 1 
Alliance Detedive & Security Service, 1O/4/l1 
Mass Housing, Director of Public Safety, 10/4/11 
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College Bound Dorchester, 10/4/11 
Primitiva Tapia, 10/4111 

NPC Certi Heate 

Ma;;s Housing, Seline Moreno. 10/4/11 
Kimberly K. Russell-Lucas. 1014111 
Par Augustine, 10/4/11 
Constance Phillips, Boston University School of Medkine, 10/5111 
lian Huan Wu, 10/5111 
Marisa Lopez, WISIlI 
Raysa Tapia, 10/5111 
Suzeth L Dunn. 10/5/11 
Senator Sonia Chang-Diaz, 10/6111 
Foley Hoag, llill/ll 
Representative Gloria L Fox, 10117/11 
Anderson & Krieger. 1O!l91l1 
Fort Point Associates, 10/24111 
Representative Byron Rushing, 10/2511 J 

December 2, 2011 

6 Signed Postcards Supporting Boston University's Waiver Request, 1112111 

12021npc.doc 
RKSIWTG 
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: BioSquare Phase II 
: Boston 
: Boston Harbor 
: 12021 

Tel: (617)626-1000 
Fax: (617)626-1181 
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PROJECT NAME 
PROJECT LOCA nON 
PROJECT WATERSHED 
EOEANUMBER 
PROJECT PROPONENT 
DATE NOTICED IN MONITOR 

: Boston University and Boston Medical Center 
: September 7, 2011 

Pursuant to the Massachusetts Enviromnental Policy Act (G. L., c. 30, s. 61-621) and 
Sections 11.11 of the MEPA regulations (301 CMR 11.00), I have reviewed the Notice of Project 
Change (NPC) and request for a Phase I Waiver. I hereby propose to grant a waiver that will 
allow the proponent to conduct lower level research, knuwl1 as Biocontainment Safety Level 
(8SL-2) in the National Emerging Infectious Disease Laboratories (NEIDL) Building prior to the 
submission of the Supplemental Final Environmental Impact Report (SFEIR) for the above 
project. 

Proiect History 

In 1999, an Environmental Notification Form (ENF) was submitted for the proposed 
project. The project required a mandatory EIR. In 2003, the DEIR was determined to be 
adequate. In the FEIR, the proposed project consisted of the development of 428,700 sf of 
medical research space, a 1,400 space parking garage (approximately 496,000 sf), and associated 
infrastructure on a 14.S-acre site along Albany Street. The project included the 192,000 sf 
NEIDL building. The BioSquare Phase II project functions as an expansion of the BioSquare 
Phase I project (a.k.a. the University Associates Project, EEA #7034), which completed its EIR 
review process in 1991 and the Moakley Services Center Project (EEA #11883). On August 11, 
2004, the FEIR was determined to be adequate. 

Following the issuance of that Certificate, litigation was commenced in Superior Court 
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involving the proponent and other parties. Among other things, the plaintiffs challenged the 
adequacy of the FEIR. In a Memorandum and Order dated July 31, 2006, the Court vacated the 
certification of the FEIR and remanded the matter to the Secretary for further administrative 
action in light of the Court's doc:ision. On September 5, 2006, the then Secretary issued a 
Certificate that required an SFEIR The SFEIR should evaluate an additional "worst case" 
scenario that involved the risk of contagion arising from the accidental or malevolent release of a 
contagious pathogen. The Superior Court suggested smallpox, SARS, and the EOO1a virus as 
potentially representing "'worst case" contagious pathogens. The SFEIR snouJd incorporate the 
analysis of anthrax from the FEJR to facilitate comparison and review, It should identify it 
feasible alternative location for the biooontainment building in a less: densely populated area. 

NPC Project Ch;mge Ds:scription 

According to the NPC, the project change consists of the utilization of approximately 
65,280 square feet (sf) of BSL-2 and BSL-3 laboratory space within the completed 192,000 sf 
NEIDL Building prior to the completion of the additional risk assessmentiSFEIR. The proponent 
is currently utilizing approximately another 96,000 sf of suppon space for offices, clinical 
research and lab support According to the proponent, BSL-2 space would occupy approximately 
40,320 sf. 

Nearly three years after the building has been completed, the National Institute of 
Health's (NIH) risk assessment has not yet been completed. The proponent estimates: that it may 
take as much as a year before the risk assessment is completed and the SFELR is reviewed by me. 
Before the NEIDL Building is approved for BSlA laboratory use (30,720 sf), the public will be 
provided with an opportunity for review and comment, and state and federal agencies win have 
to take action approving, denying, or conditioning the BSL-4 laboratory usc. BSL-4 involves the 
use of the highest BSL level (contagious pathogens) for a research laboratory. Additionally, six to 
nine months will be needed for federal and state court reviews. The proponent's best estimate is 
that BSL-4 research would not begin until October 2013 at the earliest 

The proponent would Ijke to begin to use the building for lower level biological research 
pending the completion of the administrative and judicial reviews of the BSLA activities. The 
proponent has also agreed that it wlH not commence actual BSL-3 level research until the risk 
assessment has been completed. and considered. The proponent would operate the laboratory at 
the BSL-2 level startmg this fall and would seek additional City and State regulatory approvals 
necessary for BSL-3 level operatIons so that BSL-3 research can begin immediately following the 
completion of the risk assessment. 

Jurisdiction and Permitting 

The project as a whole is subject to a mandalory EIR pursuant to Section 11.03(6)(a)(6) 
and (7) of the MEPA regulations because it requires State Agenc)' Permits and will generatc 
3,000 or more new vehicle trips per day and wit) provide greater than 1,000 new parkIng spaees 
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at a single location. It required an Access Pemlit from the Massachusetts Department of 
Transportation (MassDOT). After it has received all the necessary reviews and approvals for 
lower level research operations, the proponent must obtain a Sewer Use Discharge Pennit from 
the Massachusetts Water ResQurces Authority (MWRA), The project required a minor 
modification to an existing Urban Renewal Plan from the Boston Redevelopment Authorit), 
(BRA), The proponent was required to comply with the National Pollutant Discharge Elimination 
System (NPDES) General Pennit for stonnwater discharges from a construction site. 

Because tile proponent has received a transfer of state land for a portion of the project, 
MEPA jurisdiction over this project is broad and extends to all aspects of the project that are 
likely, directly or indirectly, to cause Damage to the Environment, as defined in the MEPA 
regulations. 

For the NPC and the NEIDL Building, the State Agency Permit is the Sewer Use 
Discharge Permit from the MWRA. 

S®tn~of Potential Ens:ironmental Impacts 

There is no identlfied increase in traffic generation, parking demand and stormwater flow 
from the NPC. The project has been designed to meet or exceed the performance standards in the 
Massachusetts Stormwater Policy. There is no alteration proposed on the project site that occurs 
in a wetland resource area or buffer zone. TIle project has ac-Ce$S from the Frontage Road-South 
and from existing street., that connect to Albany Street. 

The BioSquare Phase II project added 1400 structured parking spaces" On a typical 
weekday, the proponent has estimated that the total project will generate approximatelY 3, t 15 
unadjusted weekday vehicle trips. The ,~orresponding weekday morning and evening peak hour 
traffic volume increases are approximately 436 and 419 unadjusted weekday vehicle trips per 
hour respectively. The low level research portion of the NEIDL Building should have fewer trips 
than ihe total buildings utHization that wa" estimated at 491 adjusted weekday vehicle trips. 70 
adjusted morning and 70 adJusted evening weekday vehicJe trips. This amount of vehicle trips 
should have a minimal effect on aTea traffic. 

The temporary environmental impacts resulting from the construction of the BioSquarc 
Phase U include: noise. air quality (dust), water quality, and traffic. However. the ~EiDL 
Building portIon of the project has been completed for three years.. 

Su.mrnarv ofPropQ~ MitigatiQn Measures 

TIlt:: }';EIDL Building must meet applicable city, state and federal safety regulation!L For 
the entire BioSquare Phase lJ, the proponent has committed to provide 4: 1 JnfiltrallonJlnflow (I/l) 
removal ii'om the wastewater system. To date approximately 60,000 gallons per day (gpd) of the 
183,000 gallons of IiI removal required for the full operation of the NElDL Building has been 
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accomplished. The remaining 1:1 removal will be accomplished through two projects wbich arc 
awaiting engineering review by the Boston Water and Sewer Commission and will be 
implemented when the building becomes operationa1. The proponent created a pocket park along 
Albany Street The proponent modified the East Nev..1onlAlbany Street intersection as a four-way 
intersection, It wH) provide a traffic and parking management plan for Albany Street between 
East ~e'W1on and Union Park Streets to the Boston Transportation Department as part of the 
MassDOT Access Pennit, which has not been approved. The proponent rebuilt Albany Street 
sidewalks and provided pavement markings along Albany Street including Jane striping and 
crosswalks and directional signing at the site, It installed fiber optic cahles along a portion of 
Albany Street. The proponent will provide the City of Boston with up two variable message 
boards for real time traffic information as part of the MassDOT Access PeJIDit 

The proponent has instituted it Transportation Demand Management (TDM) program thal 
includes: membership in Transportation Management Agency, Transportation Solutions for 
Commuters, The TDM program included a 25 percent transit pass subsidy program to Boston 
Medical Center employees, a ridesharing program, preferential parking, a guaranteed ride home, 
direct deposit payrolls, shuttle bus service to the Orange and Red Lines, Zipcar, flextime. and 
telecommuting, The proponent provided safe and secure bicycle storage/parking areas (up to 24 
bicycle parking spaces in the garage 6] 0 Albany Street) and approximately J 70 bicycle parking 
spaces witbin a block of the site and shower facilities for employees. 

\Vaiver Request 

On August 25, 20 It, the proponent requested a waiver that would allow it to proceed 
"ith the utilization of approximately 65,280 sf of BSL-2 and BSL-3 laboratory research space 
within the completed 192,000 sfNEI DL Building prior to the risk assessmentfSFEIR. Based 
upon my review of the NPC and the conunents received, I have proposed to grant the Waiver, but 
only for 8S1..-2 laboratory research activities containing approximately 40320 sf. The proponent 
currently utilizes 96,000 sf of space within the building for support service, such as office, 
clinical research, and lab support The NPC was submitted in conjunction with thiS waiver 
request that identified the environmental impacts for the project and deS\:ribed the measures to be 
undertaken by the proponent to avoid, minimIze and mitigate project impacts. 

Stanqards for .AI.LWaivers 

The MEPA regulations at 301 CMR 11.11(1) state that 1 may waive any provision or 
requirement in 301 CMR 11.00 not specifically required by MEPA aJtd may impose appropriate 
and relevant conditions or restrictions. provided that I find that strict compliance v¥ith the 
provision or requirement would: 

(a) result in an undue hardship tor the proponent, unless hased on delay in compliance by 
the proponent; and 
(bi not serve to avoid or minimize Damage to the Environment. 
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J)etennination&J'or a Ph"~e I Walver 

The MEPA regulations 01301 CMR 1 U I (4) state tlllit, in the case of a partial "'<liver of a 
mandatory E1R review threshold that will allow the proponent to proceed with Phase I of the 
project prior to preparing an EIR, I shaH base the finding required in accordance with 30] CMR 
11.Il( I )Ib) on a detennination that: 

(a) the potential environmental impacts of Phase I, taken alone. are insignificant; 
(b) ample and unconstrained infrastructure facilities and services exist to support Phase l; 
(c) the project is severable, such that Phase I does not require the implementation of any 
other future phase of the project or restrict the means by which potential environmental 
impacts from any other phase of the project may be avoided, minimized or mitigated; and 
(d) the agency action(s) on Phase J will contain tenns such as a condition or restriction. so 
as to ensure due compliance with MEPA and 301 CMR 1 1.00 prior to commencement of 
any other phase of the project. 

Hndings 

Based upon the information submitted by the proponent and after consultation with the 
state pennitting agencies> I find that the \\laiver Request for BSL~2 laboratory research has merit 
and that the proponent ha.1) demonstrated that the proposed project meets the standards for all 
waivers at 301 CMR 11.11(1). I find that strict compliance with the requirement to submit an 
SFElR prior to the utilization of BSL-2 laboratory research space would result in an undue 
hardship for the proponent and would not serve to avoid or minimize Damage to the 
Environment. In accordance with 301 CMR 11.11(4), the latter finding is based on my 
determination that: 

(a) the potential environmental impacts of Phase I (utilization of BSL-21aboratory 
research), taken alone, are insignificant; 

• Biological research at levels. below BLS-3 is being safely conducted by the 
proponent at its other facilities and at many locations throughout the 
Commonwealth. Through the Bos(on Public Health Commission (BPHC) 
review and pennitting, the proponent will be working closely with City 
ofticials in achieving a positive outcome for safety concerns and in improving 
health care research. 

• The site on which the NElDL Building has been constructed has no remaining 
areas of enviromnental impacts anticipated. Traffic impacts, associated with 
me utilization of the NElDL Building have been analyzed in the DEIR and 
FEIR and mitigation has beeo developed. Considered by itself. the NElDL 
Building \vith estimates of approximately 930 unadjusted trips and wastewater 
generation of approximately 17,600 gallons per day (gpd) does not require the 
preparation of an EIR. 
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(b) arnple and unconstrained infrastructure facilities and services exist to support BSL-2 
laboratory research at the NEIDL Building; 

• The building has been constmcted and has the entire infrastructure necessary 
to support the operation of the building, The infrastructure includes redundant 
water, sewer, electrical, and BV AC services, extensive security controls, and 
vehicle access and parking facilities. The existing driveways win continued to 
be used for ingress and egress. No additional infrastructure is necessary to 
make the building operational, 

(c) the project is severable, such that BSL-2 laboratory research at the NEiDL BuiJding 
does not require the implementation of any other future phase of the project or restrict the 
means by which potential environmental impacts from any other phase of the project may 
be avoided, minimized or mitigated; and 

• The proposed interim use of the facility is completely separable from the 
future use of the project for BSL-3 and BSL-4 research use. While the 
building has been designed and constructed as an integral research facility, it 
has completely separate laboratories with hldependent supporting 
infrastructure to support the different BSL levels of research. Thus, the 
decision on the future use of the building for BSL-3 and BSL-4 research is not 
constrained or affected by the use of the balance of the building's research 
laboratories. 

(d) the agency action(s) for the utilization of the BSL-2 research laboratories in the 
NEIDL Building will contain tenns such as a condition or restriction, so as to ensure due 
compliance with MEPA and 301 CMR 11.00 prior to commencement of any other phase 
of the project. 

COfldusion 

• The utiljzation of BSL-2 research laboratory space win require an MWRA 
Industrial Wastewater Discharge- Permit This proposed work will be done in 
strict accordance with existing M\VRA protocol and requirements. The 
proponent is merely requesting that the Secretary allow this aspect of the 
project to move torward in advance of the completion of the SFEIR. ( hereby 
direct the MWR.A.. to incorporate clear and enforceable language into the 
Sewer Use Discharge Pemlit to en~ure that only BSL-2 work be conducted at 
the NEIDL. 

I have determined that this waiver request has merit, and am issuing this Draft Record of 
Decision (DROD), which will be published in the next edition of the Environmental Monitor on 

6 
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December 7, 20ll, in ~ordance with 301 Cr"ilR Ii" 15(2), \>,/ruch begins the public comment 
period. The public comment period lasts for 14 days and \\tin end on December 21,2010. Based 
on \VTitten comments received concerning the OROD. I shall issue a Final Record of Decision 
within seven days after the close of the public comment period, in accordance \vith 30 I CMR 
11.15(6). I hereby propose to grant the waiver requested for this project, which win aHow the 
proponent to pnJceed witb all applicable permitting necessary for the utilization of BSL-2 
research space in the NEIDL Building prior to preparing an SPEIR/risk assessment for the entire 
project, subject to the above findings_ 

December 2, 20 II 
DATE 

Comntcnts received: 

Boston PubHc Health Commission, 8/3 UII 

Richard K. Sullivan Jr. 

Association of In de penden I College and l:nlversities in Massachusetts, 8//31/11 
Fort Point Associates. 9/1111 
Joanie Parker, 9/1 III 
Lynn Klotz, 9III11 
Conference of Boston Teaching Hospitals, 9/2/11 
Michele D. Maniscalco; 9/2/11 
MassBio, 9/6/11 
Elizabeth Glenn, 9161 II 
John Saylor, 9/6111 
Chris Knighton, 9/6111 
Nathan Seavey, 9/6/11 
Monica Spicher, 916/11 
Elizabeth Glenn, 9/6/l1 
Kyla Neilan, 9/6/11 
Associated Industries of Massachusetts, 917/l J 
Dr. David ·Waxman, 917/11 
Diana M, Nugent, 918/11 
Ara Tahmassian, 9/8/11 
Robina E, Folland, 9/8/11 
Robert Donahue. 9/8111 
Donna M. Ambrosino, MD, 9!8!1 1 
Eleanor MacLellan, 9/8/11 
Louis M & Christina S, Abbey, 9/8111 
Elizabeth Claggett-Bome, 9/8/I I 
Daniel Verinder. 9/8/11 
Paul Saint-Arnaud, 9/8/J I 
Michael Bleiweiss, 9//9/11 
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Phyllis 1. Miller, 9/9111 
Greater Boston Chatnber, 9/9fl1 
Kenneth Ryan, 919i11 
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Dana-Farber/Harvard Cancer Center, 9/9/l1 
John T onkiss, 919111 
Rebecca Gloe, 919/11 
Jonathan Preedman, 9/91 It 
Constance Phillips, 919/11 
S. Sherill Ashe, 9/9/11 
Benjamin Tocchi, 919111 
Rachel Mia Leone, 911 0/11 
Boston University School of Public Health, 9/12111 
Patty Kellogg, 9112111 
Mark Lohsen, 9/12111 
Mary Hart, 9/12111 

December 2. 20 II 

University of Massachusetts Medical School, Vice Provost for Research. 9/12/11 
Lehigh University, 9113111 
Brigham and Women's Hospital, President, 9/13/11 
Terence M, Keane, 9113111 
Barbara McKinley, 9113111 
Shirley Kresse1, 9/13/11 
Polly Wynn Allen, 9/13/11 
Elizabeth B. Gerlach, 9/14/11 
Patricia Aron, 9/14/11 
Brenda M, Steinberg, 9/14/11 
Dot Walsh, 9il4111 
Cat Bryant, 9i15ill 
Nancy Seymour, 9/15/11 
Joan Figler, 9/15/11 
Tufts School of Medicine, Harris A, Bennan, 9/15/11 
Tufts University, Peggy Newcl~ Provost & Senior Vice President ad interim, 9/15/11 
James Levin, 9115111 
EUen N. Jamieson, 9/15/11 
Annemarie Baldyga, 91l5ill 
John D. Nash, 9/15111 
Alan Weinberger, 9/15111 
William S. Grenzebach, 9115/11 
Gary L. Gottlieb. PrcsidcntiCEO, Partners Healthcare, 9/1 SIll 
Aiexis Brubaker, 9115/11 
Albany LLC, 9ilSJ 11 
CaroJyn Cotsonas Finn, 9/1 SIll 
Gustavo Mostoslavsky, 9/15/11 
Maureen E, Feeney, Boston City Councillor, 9/15111 

B 
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Marcia Davis, 9115111 
Jennifer A Pleus, 9/15/11 
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Salvatore La:\1attina, Boston City Councillor 
Harbor Health Services, 9115/11 
Gregory A. Viglianli, 9/15/11 
Ronald B. Corley, 9115111 
Boston University Public Safety Officers. 9J15111 

December 2,2011 

Linda E. Hyman, Associate Provost, Boston University School of Medicine, 9:'16/11 
Noreen Rooney, 9/16/11 
Terri r-;orth, 9116111 
Jennifer Carter-Battagljno, 9/16/1] 
Matthew Lobs, 9/16/11 
Kenmore Association, 9/16/11 
Patricia-Lee Achorn, 9116111 
Bill Linehan, Boston City Councillor, 9116111 
Diane Chalifour, 9116111 
Greater Roslindale Hearth Organi7,ation, 9!16111 
Gregory Mooney, 9/16111 
Kerry Karela, 9/16111 
Briana Dworkin, 9116111 
Lucien ClalHour. 9116111 
Rob Consalvo, Boston City Councillor, 9116111 
Noah Carbulon, 9116111 
Cornelia A. Sullivan, 9116111 
Occupational Health and Delivering Results. 9/19/11 
Martin Ludlow, 9119111 
Michael Wilson, 9i19i11 
Inquilinos Boricuas: En Accion~ 9/1911 I 
Nancy Wrenn, 911 9ill 
Sara Willig, 9119111 
Susan M. Mortimer, 9119111 
Kennedy Development Company, 9/J9/t 1 
Dennis Broyer, 9119111 
Elke Muhlberget, 9119111 
Dr. Kath Hardcastle, 9119!l1 
Stuart Mullally, 9119111 
TIlOmas B. Flaherty, 9119111 
Jess Cox, 9/19/11 
Sharon Pacitti, 9119111 
Thomas Candles Almond, 9!19fl ! 
John Devlin, 9119111 
Robert Pacitti, 9119111 
Darren LeBlanc, 9/19/11 
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Caroline Attardo Genco, Research Director, Boston University School of Medicine, 911911l 
James Wrick, 9/19/1l 
Robert Macneill, 9I19/l1 
Mary E. Ryan, 9119/11 
Guy Mitisola, 9i19/11 
Denise Hendernoll, 9/19/11 
Bill Donahue, 9119111 
Brian Askew, 9119/11 
Rick Coyne. 9119/11 
Ronald Rumble, 9/19/11 
Robert W. Cox, 911911] 
Ron Morales, o/t91l! 
Boston Health Care for the Homeless Program, 9/19111 
Karsten Olejnik, 9119111 
Bob Dougherty, 9119/11 
Sandra Silver, 9/19111 
Ken Ryan, 9119111 
Marie Wrick, 9119111 
.lack Clougherty, 9119111 
Scot Gilbert Nichols, 9119111 
Keith Collins, 9119/11 
K~vin Turner, 9/19/11 
ChristosJ. Hamawi, 9119111 
Theodore L. Walsh, 9/]9/11 
Joseph T. Walsh, 9/]9111 
Deborah 1. Walsh, 9/19111 
Christopher Brayton, 9/20/11 
Kristina Brauburger. 9/20/11 
Nancy Clinton, 9/20/11 
Emily Nelson, 9/20!11 
Igor Kramnik, 9/20111 
Kristjna Schmidt, 9/20!! 1 
Adam Hurne, 9/20111 
Stephen A, N, Goldstein, Provost, Boston University, 9/20/11 
Lucille Reed, 9!20/11 
Wesley McPhail, 9/20111 
Constantino Buttiglieri, 9/20/11 
Peter ManCllSJ, 9/20111 
Theresa Clayboum, 9120111 
Bernard Bamonte, Jr., 9120/11 
Sarah Buttiglieri, 9120/11 
Gerald T, Keusch, M.D., 9120111 
Thomas D. Tullius, 9/20111 
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Daniel Remick, Boston Medical, 9/20/1 t 
Julie B. Pinkham & Donna Kelly. Massachusetts Nurses Association j 912011 1 
Kenneth King. 9/20/11 

December 2, 2011 

Jeffrey W. Hunter, Dean of Boston University School of Dental Medicine, 9120111 
Boston City Councilors, .t\rroyo, Jackson, Pressley & Yancey, 9/21111 
Alan M. Garber, Provost and Jet1Tey S. Flier, Dean, Harvard Medical School, 9/2111 1 
Christopher J. Menard, 9121/11 
Kevin M. Tuohey, 9/21/11 
Elizabeth Walsh, 9/21 ill 
David H. F arb, Professor & Chair, Boston Vniversity Department of Pharmacology ... , 9/21 III 
Pax Christi Western Massachusetts, 9/21/11 
James Jennings, Tufts University, 9121/1] 
Samuel M. Bauer, 912111 I 
Fort Point Associates, 91::!2!l1 
Fort Point Associates, 9122/11 
Nev.markct Business Association, 9/22111 
Alexander Norbash, MD, Boston Medical, 9/22/11 
R.P,F. Security Associates, 9/22/11 
Sherwood S. Hughes, 9/2211 I 
James F. English, 9/23/11 
Maira E. English. 9/23/11 
Alan B. Dittrich. 9/23111 
Massachuse:us Water Resources Authority, 9/26/11 
Thomas G. Robbins, 9/26111 
Willis G. Wang, 9/26111 
Sheila E. Grove, 9126111 
Scott S. Pare'. 9/26/11 
John A. Porco, Professor of Chemistry, Boston University, 9/26/1 J 
James P. Keeney, 9/26/11 
Judith Olejnik. 9126/11 
Boston Imaging Core Lab, 9126111 
Metropolitan Area Planning emmell, 9/26/11 
359 Signed Postcards Supporting Boston University's Waiver Request, 9/27111 
Council for Responsible Genetics, 9/27/11 
Stephen P. Burgay, 9/27111 
South Boston Community Health Center, 9/27/11 
Michael Welsh, 912711 I 
Karen H. Antrnan, 9127/11 
Conservation Law Foundation, 9/27/11 
Watertown Citizens rOf Environmental Safety, 9/27/1 1 
Anderson & Krieger. 9127111 
3 Signed Postcards Supporting Boston liniversity'g Waiver Request, 9/28111 
Spillane & Spillane, 9128111 
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Karen Fre\ll1d, 9130111 
Representative Charles A. Murphy, 9/30/1 j 

Representative Thomas A Golden, Jr., 9/30/1 J 
Linda K. Lukas, 9/30111 
Representative Harold P. Naughton, Jr" 9/30/11 
Community Development Corporation of Boston. 1 0/3111 
Francisco Tapia, 1014/11 
Alliance Detective & Security Service. 10/4/11 
Mass Housing, Director of Public Safety, 10/4/11 
College Bound Dorchester, 1014111 
Primitiva Tapia, 10/4/11 
Mass Housing, Sellne Moreno, 10/4111 
Kimberly K. Russell-Lucas, 10/4/11 
Pat Augustine. 10/4111 
Constance Phillips. Boston University School of Medicine. 10/5/11 
Jian Huan Wu, 10/Sill 
Marisa Lopez, 10/5/11 
Raysa Tapia. IO/5i11 
Suzeth L. Dunn, IO/SIlI 
Senator Sonia Chang-Diaz, 10/6111 
Foley Iinag, llill/II 
Representative Gloria L. Fox, 10117/11 
Anderson & Krieger, 10/19111 
Fort Point Associates, 10/24/11 
Representative Byron Rushing. 10/25/11 
6 Signed Postcards Supporting Boston University':; \Vaiver Request. 1112/11 
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December 23, 2011 

FINAL RECORD OF DECISION 

PROJECT NAME : BioSquare Phase II 
PROJECT LOCATION : Boston 
PROJECT WATERSHED : Boston Harbor 
EOEANUMBER : 12021 
PROJECT PROPONENT : Boston University and Boston Medical Center 
DATE NOTICED IN MONITOR : December 7, 2011 

Pursuant to the Massachusetts Environmental Policy Act (G. L., c. 30, s. 61-621) and 
Sections 11.11 of the MEP A regulations (301 CMR 11.00), I have reviewed the Notice of Project 
Change (NPC) and request for a Phase I Waiver. I hereby grant a waiver that will allow the 
proponent to conduct lower level research, known as Biocontainment Safety Level (BSL) 2 in the 
National Emerging Infectious Disease Laboratories (NEIDL) Building prior to the submission of 
the Supplemental Final Environmental Impact Report (SFEIR) for the above project. 

NPC Project Change Description 

According to the NPC, the proposed project change consists of the utilization of 
approximately 65,280 square feet (sf) of BSL-2 and BSL-3 laboratory space within the completed 
192,000 sfNEIDL Building prior to the completion ofthe additional risk assessment/SFEIR. The 
proponent is currently utilizing approximately another 96,000 sf of support space for offices, 
clinical research and lab support. Nearly three years after the building has been completed, the 
NIH's risk assessment has not yet been completed. The proponent estimates that it may take as 
much as a year before the risk assessment is completed and the SFEIR is subject to my review. 
Before the NEIDL Building is approved for 30,720 sf ofBSL-4 laboratory use, the highest BSL 
level for a research laboratory, the general public will be provided with an opportunity to review 
and comment on the risk assessment and the SFEIR, and state and federal agencies will take 
action approving, denying, or conditioning the BSL-4 laboratory use. Additionally, the 
proponent estimates that six to nine months will be needed for any applicable administrative 
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and/or judicial review. The proponent's best estimate is that BSL-4 research would begin no 
earlier than October 2013. 

The proponent would like to access the building for lower level biological research prior 
to the completion of the administrative and judicial reviews of the BSL-4 activities. The 
proponent has also stated that it will not commence actual BSL-3 level research until the risk 
assessment has been completed and considered by NIH. The proponent is accordingly seeking a 
"conditional approval" under MEP A. The proponent initially requested approval to operate the 
laboratory at the BSL-2 level starting this winter and would seek additional City and State 
regulatory approvals necessary for BSL-3 level operations so that BSL-3 research can begin 
immediately following the completion of the risk assessment by NIH, without my further review 
of the assessment. However, on October 24, 2011, the proponent sent a clarifYing letter stating 
that the Waiver request is not conditioned upon any other action being taken by any other agency 
and is not a request that I improperly delegate any of my responsibilities under MEPA to other 
agencies. 

Project History 

In 1999, an Environmental Notification Form was submitted for the proposed project. 
The project required a mandatory EIR. In 2003, the DEIR was determined to be adequate. In the 
FEIR, the proposed project consisted of the development of 428,700 sf of medical research 
space, a 1,400 space parking garage (approximately 496,000 sf), and associated infrastructure on 
a 14.5-acre site along Albany Street in Boston. The project included the 192,000 sfNEIDL 
Building. The BioSquare Phase II project functions as an expansion of the BioSquare Phase I 
project (a.k.a. the University Associates Project, EEA #7034), which completed its EIR review 
process in 1991 and the Moakley Services Center Project (EEA #11883). On August 11,2004, 
the FEIR for the BioSquare Phase II was determined to be adequate. 

Following the issuance of that FEIR Certificate, a group often citizens commenced 
litigation against the proponent and other parties, challenging, among other things, the adequacy 
of the FEIR. In a Memorandum and Order dated July 31, 2006, the Court vacated the certification 
of the FEIR and remanded the matter to the then Secretary of Environmental Affairs for further 
administrative action in light ofthe Court's decision. Soon thereafter, the proponents petitioned 
the Appeals Court, pursuant to G. L. c. 231, s. 118, for interlocutory relief from the Superior 
Court's decision, and the matter was subsequently transferred to the Supreme Judicial Court 
(SJC). On December 13, 2007, the SJC rendered its decision in Allen v. BRA, et aI, 450 Mass. 
242 (2007), affirming the Superior Court decision and holding that: "the decision on the 
adequacy of the final EIR was arbitrary and capricious (I) in failing to consider likely damage to 
the environment caused by the release of a contagious pathogen, and (2) due to the developer's 
failure to address alternative locations for the project. In its decision, the SJC noted that the 
decision on the adequacy of the final EIR was arbitrary and capricious in that the "worst case 
scenario put forth by the proponent inadequately addressed the consequences of a release of 
contagious pathogens from the BioLab, potentially denying State Agencies the opportunity to 
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meaningfully review the environmental impact of such a release and consideration of the 
measures that would be necessary to mitigate environmental damage." Id. at 257. 

As a result of the remand order from the Superior Court, the then Secretary issued a 
Certificate Following Remand on the FEIR on September 5, 2006, that required a Supplemental 
Final Environmental Impact Report (SFEIR). That certificate was not modified after the 
December 13,2007 SJC affinnation of the Superior Court's remand1

• 

The project has also undergone review under the National Environmental Policy Act 
(NEPA), and the National Institutes of Health (NIH) completed a Final Environmental Impact 
Statement and issued a Record of Decision in February, 2006. In response to issues raised in a 
federal court proceeding regarding the NIH Final Environmental Impact Statement (FEIS), the 
NIH completed additional reviews of the potential impacts of the BSL-4 Biolab, including a 
report entitled the Draft Supplementary Risk Assessments and Site Suitability Analyses for the 
National Emerging lrifectious Diseases Laboratory, Boston University (DSER)2, which was 
developed, in part, to address the Superior and SJC directive that the SFEIR provide additional 
worst case scenario analysis and evaluate the comparative levels of risk associated with 
alternative locations for the BSL-4. 

In 2007, fonner Secretary Ian Bowles requested that the National Research Council 
(NRC) convene an expert committee to provide technical input on the DSER. Secretary Bowles 
asked that the Committee evaluate only the DSER, and not mitigation. The Committee was 
asked to review the DSER and meet to discuss the methodologies and analyses therein and to 
address the following specific questions pertaining to the scientific adequacy of the NIH Study: 

• 	 Detennine if the scientific analyses in the NIH Study are sound and credible; 

• 	 Detennine whether the proponent has identified representative worst case scenarios; and 

• 	 Detennine, based on the study's comparison of risk associated with alternative locations, 
whether there is a greater risk to public health and safety from the location of the facility 
in one or another proposed location. 

1 The 2006 Certificate required the SFEIR to evaluate an additional "worst case" scenario 
that involved the risk of contagion arising from the accidental or malevolent release of a 
contagious pathogen. The 2006 Certificate further stated that, in light of the Superior Court 
suggestion that smallpox, SARS, and the Ebola virus as potentially representing "worst case" 
contagious pathogens, the SFEIR should incorporate the analysis of anthrax from the FEIR to 
facilitate comparison and review. The 2006 Certificate also noted that the SFEIR should identify 
a feasible alternative location for the biocontainment building in a less densely populated area. 

2 The DSER was intended to fonn the scientific basis of the SFEIR, which Boston 
University has not yet filed for MEPA review. 

3 
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The parties agreed that the Committee's report would be limited to a technical review of the 
DSER, and that the Contractor, the National Research Council (NRC), would not make any 
findings or recommendations regarding the adequacy of any determinations or decisions made by 
any agency or department of the U. S. Government or the Commonwealth under NEP A or 
MEPA. Furthermore, NRC would not be responsible in any way for any such decisions or 
deterininations. Thus, the questions addressed by the Committee solely pertain to the scientific 
adequacy of the risk assessment and other analytical methodologies used in the DSER and 
whether the report responds to former Secretary Bowles' questions in a scientifically sound and 
credible manner. 

The committee's assessment was critical of the DSER, finding that it was not sound and 
credible, did not adequately identify and thoroughly develop worst-case scenarios, and did not 
contain the appropriate level of information to compare the risks associated with alternative 
locations. The report also raised specific concerns about agent selection, scenario development, 
modeling methodology, environmental justice issues, and risk communication. 

As a result of the concerns raised by the NRC, NIH established its Blue Ribbon Panel 
(BRP) in March, 2008, to provide scientific and technical advice to NIH. This process 
culminated in the NRC committee delivering its third report in April, 2010, which found the 
proposed approaches to conducting the risk assessment suitable and well planned. Additionally, 
the NRC committee determined that the 13 pathogen agents selected for analysis were 
appropriate and comprehensive, and the expertise available on and to the assessment team 
seemed strong. The committee encouraged NIH and its contractor (Tetra Tech) to develop 
qualitative analyses (an explanation of the safety and risk profile) of all 13 pathogens in a manner 
that is clear and accessible to the public. The committee also suggested that the qualitative 
analyses in the body of the assessment be supplemented with results of quantitative modeling 
planned for five pathogens, with details provided in appendices. Further, the committee 
encouraged NIH to rely on data available from existing case studies, public health surveillance of 
the surrounding communities, and release incidents, not only to support its models but also to 
provide a complete and understandable picture for the public. The NRC committee again 
emphasized that the final risk assessment serve as an effective risk communication tool. 

On September 22, 2010, NIH submitted and presented supplemental materials to the NRC 
committee, and after reviewing the material, the NRC committee concluded that it could not 
endorse NIH's supplemental materials and illustrative analyses. In summary, the results 
presented on September 22 were insufficient for the committee to find that the analyses presented 
thus far wi1llead to a scientifically and technically sound risk assessment. The illustrative results 
presented to date were not sufficiently documented and supported to convince the committee that 
the contractors are on track to completing a comprehensive assessment of risk for the NEIDL 
facility. The committee also noted that based on the limited information provided by NIH's 
contractor, the information was not responsive to the committee's recommendation that 
qualitative analyses addressing the three questions raised in its 2008 letter report be prepared first 
and that these qualitative analyses then be supplemented by quantitative analysis through 
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modeling using available data on the agents in question. The NRC committee also found that 
any modeling be used in a context that reflects scientific knowledge and experience. The 
committee reiterated the need to include actual data based on published results in the models 
where possible, and that the models be transparent and couched in the context of the risk 
assessment and address appropriate uncertainties. As it currently stands, BU has yet to complete 
its risk assessment of the 13 pathogens that are under review by the NRC committee. 

Against this backdrop it is important to note two important aspects of the pending 
Superior Court decision: (1) the inclusion of "contagious pathogens" in its requirement for an 
SFEIR and (2) strong litigation language in a footnote relative to the Secretary's inability to 
delegate his authority under MEPA to a federal agency. First, the Superior Court found that "no 
EIR regarding the BioLab project can rationally be found to comply with MEP A that failed to 
consider any 'worst case' scenario that involved the risk of contagion arising from the accidental 
or malevolent release of a contagious pathogen ... " The NPC does not outline or examine the 
differentiation between the BSL-3 and BSL-4 risk assessment being undertaken by NIH. What is 
clear is that a risk assessment is being carried out on BSL-3 pathogens. Some comment letters 
have pointed out that certain BSL-3 agents may present more serious potential risks than BSL-4 
agents and may be described as contagious pathogen~. 

Secondly, the Superior Court has required a risk assessment for the more serious 
contagious pathogens and has emphasized that the Secretary may not delegate his requirement to 
examine the issues before MEPA to a federal authority. Specifically, the Court states: "all parties 
acknowledge that the Secretary may not properly delegate her responsibility to ensure an 
adequate Final EIR to any federal agency. Nor may she certify an inadequate EIR based on her 
expectation that the issues inadequately analyzed will later be adequately analyzed in a federal 
EIR." Ten Residents vs. Boston Redevelopment Authority, 24 Mass. L. Rep. 324, fnlO (2006). 
This judicial edict continues to govern my ability to render MEP A decisions with respect to the 
BioLab. The ongoing risk assessment development brought about by both federal and state 
court decisions contains some BSL-3 pathogens, as well as BSL-4 pathogens. Therefore, in spite 
of the proponent's clarifying letter, I am legally barred from acting on the proponent's waiver 

3 In the November 7, 2007 report prepared by an expert committee that was convened by 
the National Research Council to review the Draft Supplementary Risk Assessments and Site 
Suitability Analyses for the National Emerging Infectious Diseases Laboratory, Boston 
University (DSER) that was prepared in connection with the National Environmental Policy Act, 
the NRC committee noted that: "Agents such as Yersinia pestis (pneumonic plague), influenza 
virus (including virulent strains), SARS virus, and highly pathogenic avian influenza virus are 
often studied in BSL-3 and other lower-level containment facilities." See NRC Report, page 8. 
The Committee also noted that "the selection of agents for the worst case scenario was 
appropriately not limited to BSL-4 agents as some agents handled in BSL-3 facilities may present 
more serious potential risks than BSL-4 agents. Agents are categorized for BSL-4 containment 
because they cause deadly disease for which there is no treatment, not because they are highly 
infectious and cause widespread disease." Id. 
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request for BSL-3 level research until I am able to independently review the risk assessment for 
the contagious pathogens proposed for study by BU at the BioLab. I have reached this conclusion 
only as it relates to BSL-3 and the intersection of the Court's requirements, after consultation 
with counsel, including the Office of the Attorney General. In addition, I have requested that the 
Office of the Attorney General submit the NPC Certificate to the Court as an informational 
filing.4 

Jurisdiction and Permitting 

The project as a whole is subject to a mandatory EIR pursuant to Section 11.03(6)(a)(6) 
and (7) of the MEP A regulations because it will (1) require State Agency Permits (2) generate 
3,000 or more new vehicle trips per day and 3) provide greater than 1,000 new parking spaces at 
a single location. It required a Vehicular Access Permit from the Massachusetts Department of 
Transportation (MassDOT). After it has received all the necessary reviews and approvals for 
lower level research operations, the proponent must obtain a Sewer Use Discharge Permit from 
the Massachusetts Water Resources Authority (MWRA). The project required a minor 
modification to an existing Urban Renewal Plan from the Boston Redevelopment Authority 
(BRA). The proponent was required to comply with the National Pollutant Discharge Elimination 
System (NPDES) General Permit for stormwater discharges from a construction site. 

Because the proponent has received a transfer of state land for a portion of the project5, 

MEP A jurisdiction over this portion of the project subject to the land transfer is broad and 
extends to all aspects of the project that are likely, directly or indirectly, to cause Damage to the 
Environment, as defined in the MEPA regulations. In relation to this NPC and the NEIDL 
Building, the State Agency Action involved is a Sewer Use Discharge Permit from the MWRA. 

Summary ofPotential Environmental Impacts 

There is no identified increase in traffic generation, parking demand and stormwater flow 
from the proposed project change. The project has been designed to meet or exceed the 
performance standards in the Massachusetts Stormwater Policy. The project has access from the 
Frontage Road-South and from existing streets that connect to Albany Street. 

The BioSquare Phase II project added 1400 structured parking spaces. On a typical 

4 To differentiate BSL-3 and BSL-4 from BSL-2, I note that none of the 13 pathogens 
being studied in the NIH risk assessment are BSL-2 agents. While the Superior Court decision 
did not specifically remove BSL-2 from its risk assessment requirements, it is clear that the Court 
was asking that highly dangerous pathogens be examined, not the more moderate BSL-2 
pathogens. 

5 The plaintiffs have challenged the efficacy of the transfer of land in the litigation now 
pending before the Superior Court, and that matter remains before the Court as well. 
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weekday, the proponent has estimated that the total project will generate approximately 3,115 
unadjusted weekday vehicle trips. The corresponding weekday morning and evening peak hour 
traffic volume increases are approximately 436 and 419 unadjusted weekday vehicle trips per 
hour respectively. The low level research portion of the NEIDL Building should have fewer trips 
than the total buildings utilization that was estimated at 491 adjusted weekday vehicle trips, 70 
adjusted morning and 70 adjusted evening weekday vehicle trips. This amount ofvehicle trips 
should have a minimal effect on area traffic. 

Summary of Proposed Mitigation Measures 

The NEIDL Building must meet applicable city, state and federal safety regulations. For 
the entire BioSquare Phase II, the proponent has committed to provide 4: 1 InfiltrationfInflow (III) 
removal from the wastewater system. To date approximately 60,000 gallons per day (gpd) of the 
183,000 gallons of III removal required for the full operation of the NEIDL Building has been 
accomplished. The remaining III removal will be accomplished through two projects that are 
awaiting engineering review by the Boston Water and Sewer Commission and will be 
implemented when the building becomes operational. The proponent created a pocket park along 
Albany Street. The proponent modified the East Newton/Albany Street intersection as a four-way 
intersection. It will provide traffic and parking management plan for Albany Street between East 
Newton and Union Park Streets to the Boston Transportation Department as part of the 
MassDOT Access Permit, which has not yet been issued. The proponent rebuilt Albany Street 
sidewalks and provided pavement markings along Albany Street, including lane striping and 
crosswalks and directional signing at the site. It installed fiber optic cables along a portion of 
Albany Street. The proponent will provide the City of Boston with up two variable message 
boards for real-time traffic information as part of the MassDOT Access Permit. 

The proponent has instituted a Transportation Demand Management (TDM) program that 
includes membership in a Transportation Management Association, Transportation Solutions for 
Commuters. The TDM program included a 25 percent transit pass subsidy program to Boston 
Medical Center employees, a ridesharing program, preferential parking, a guaranteed ride home, 
direct deposit payrolls, shuttle bus service to the Orange and Red Lines, Zipcar, flex-time, and 
telecommuting. The proponent provided safe and secure bicycle storage/parking areas (up to 24 
bicycle parking spaces in the garage 610 Albany Street) and approximately 170 bicycle parking 
spaces within a block of the site and shower facilities for employees. 

Standards for All Waivers 

The MEP A regulations at 301 CMR 11.11 (1) state that I may waive any provision or 
requirement in 301 CMR 11.00 not specifically required by MEPA and may impose appropriate 
and relevant conditions or restrictions, provided that I find that strict compliance with the 
provision or requirement would: 
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(a) result in an undue hardship for the proponent, unless based on delay in compliance by 
the proponent; and 
(b) not serve to avoid or minimize Damage to the Environment. 

Determinations for a Phase I Waiver 

The MEP A regulations at 301 CMR 11.11 (4) state that, in the case of a partial waiver of a 
mandatory EIR review threshold that will allow the proponent to proceed with Phase I ofthe 
project prior to preparing an EIR, I shall base the finding required in accordance with 301 CMR 
11.11 (1 )(b) on a determination that: 

(a) the potential environmental impacts of Phase I, taken alone, are insignificant; 
(b) ample and unconstrained infrastructure facilities and services exist to support Phase I; 
(c) the project is severable, such that Phase I does not require the implementation of any 
other future phase of the project or restrict the means by which potential environmental 
impacts from any other phase of the project may be avoided, minimized or mitigated; and 
(d) the agency action(s) on Phase I will contain terms such as a condition or restriction, so 
as to ensure due compliance with MEPA and 301 CMR 11.00 prior to commencement of 
any other phase of the project. 

Findings 

Based upon the information submitted by the proponent and after consultation with the 
state permitting agencies, I find that the Waiver Request for BSL-21aboratory research has merit 
and that the proponent has demonstrated that the proposed project meets the standards for all 
waivers at 301 CMR 11.11(1). I find that strict compliance with the requirement to submit an 
SFEIR prior to the utilization of BSL-2 laboratory research space would result in an undue 
hardship for the proponent and would not serve to avoid or minimize Damage to the 
Environment. In accordance with 301 CMR 11.11(4), the latter finding is based on my 
determination that: 

(a) the potential environmental impacts of Phase I (utilization of BSL-2 laboratory 
research), taken alone, are insignificant; 

• 	 Biological research at levels below BLS-3 is being safely conducted by the 
proponent at its other facilities and at many locations throughout the 
Commonwealth. Through the Boston Public Health Commission (BPHC) 
review and permitting, the proponent will be working closely with City 
officials in achieving a positive outcome for safety concerns and in improving 
health care research. 

• 	 The site on which the NEIDL Building has been constructed has no remaining 
areas of environmental impacts anticipated. Traffic impacts associated with 
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the utilization of the NEIDL Building were analyzed in the DEIR and FEIR 
and mitigation has been implemented. Considered by itself, the NEIDL 
Building, with estimates of approximately 930 unadjusted trips and 
wastewater generation of approximately 17,600 gallons per day (gpd), does 
not exceed mandatory EIR thresholds. 

(b) ample and unconstrained infrastructure facilities and services exist to support BSL-2 
laboratory research at the NEIDL Building; 

• 	 The building has been constructed and has the infrastructure necessary to 
support the operation of the building, including redundant water, sewer, 
electrical, and HV AC services, extensive security controls, and vehicle access 
and parking facilities. The existing driveways will continue to be used for 
ingress and egress. No additional infrastructure is necessary to make the 
building operational. 

(c) the project is severable, such that BSL-2 laboratory research at the NEIDL Building 
does not require the implementation of any other future phase of the project or restrict the 
means by which potential environmental impacts from any other phase of the project may 
be avoided, minimized or mitigated; and 

• 	 The proposed interim use of the facility is completely separable from the 
potential future use of the project for BSL-3 and BSL-4 research use. While 
the building has been designed and constructed as an integral research facility, 
it has completely separate laboratories with independent infrastructure to 
support the different BSL levels ofresearch. Thus, the decision on the future 
use of the building for BSL-3 and BSL-4 research is not constrained or 
affected by the use of the balance of the building's research laboratories. 

(d) the agency action(s) for the utilization of the BSL-2 research laboratories in the 
NEIDL Building will contain terms such as a condition or restriction, so as to ensure due 
compliance with MEPA and 301 CMR 11.00 prior to commencement of any other phase 
of the project. 

• 	 The utilization of BSL-2 research laboratory space will require an MWRA 
Industrial Wastewater Discharge Permit. This proposed work will be done in 
strict accordance with existing MWRA protocol and requirements. The 
proponent is merely requesting that I allow this aspect of the project to move 
forward in advance of the completion of the SFEIR. I hereby direct the 
MWRA to incorporate clear and enforceable language into its Sewer Use 
Discharge Permit to ensure that only BSL-2 work be conducted at the NEIDL 
at this time. 
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Conclusion 

Based on these findings, I determined that this waiver request has merit, and accordingly 
issued a Draft Record of Decision (DROD) that was published in the Environmental Monitor on 
December 7, 2011, in accordance with 301 CMR 11.15(2), which began the public comment 
period. The public comment period lasted for 14 days and ended on December 21, 2010. I 
hereby grant the waiver requested for this project change, which win allow the proponent to 
proceed with all applicable permitting necessary for the utilization of BSL-2 research space in the 
NEIDL Building prior to submitting the SFEIR for the entire project, subject to the above 
findings. 

December 23,2011 

DATE 


Comments received: 

Fort Point Associates, 12/14/11 
Marc Pelletier, 12/20/11 
Massachusetts Water Resources Authority, 12/21111 
Anderson & Krieger, 12/21111 
George Corey, 12/22/11 
Fort Point Associates, 12/22111 

12021 frod.doc 
RKS/WTG/wg 
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PROPOSED SECTION 61 
FINDINGS 



 



 

 
Draft Section 61 Findings 

 
Project Name: BioSquare Phase II - NEIDL 
Project Location: South Boston, Massachusetts 
Project Proponent: Biosquare Realty Trust  
EOEA File No.: #12021 
 
 
 

  



 

DRAFT FINDING BY THE MASSACHUSETTS DEPARTMENT OF 
TRANSPORTATION HIGHWAY DIVISION 

(EXCAVATIONS OR DRIVEWAY OPENINGS ON STATE HIGHWAYS) UNDER 
M.G.L. CHAPTER 81:  SECTION 21 

 
The Massachusetts Department of Transportation (“MassDOT”) declares as follows: 
 
Introduction 
Massachusetts General Laws, Chapter 30, section 61 ("Section 61") requires that "[a]ll 
agencies, departments, boards, commission and authorities of the Commonwealth shall review, 
evaluate, and determine the impact on the natural environment of all works, projects, or 
activities conducted by them and shall use all practical means and measures to minimize 
damage to the environment.  Any determination made by an agency of the Commonwealth shall 
include a finding describing that all feasible measures have been taken to avoid or minimize 
said impact."  The finding required by Section 61 "shall be limited to those matters which are 
within the scope of the environmental impact report, if any, required [on a project]."  M.G.L. c. 
30. S. 62A 
 
Biosquare Realty Trust (“Proponent”), a trust whose beneficiaries are Boston Medical Center 
Corporation (BMC) and the Trustees of Boston University, is developing the National Emerging 
Infectious Diseases Laboratories (“NEIDL”) as part of the second phase of the BioSquare 
Research Park in the South End of Boston.  The first phase, BioSquare Phase I, was approved 
by the BRA and MEPA in 1991.  The NEIDL will provide additional medical research space to 
serve the needs of the medical and educational institutions and hospitals in the area. 
 
The NEIDL project will require a Highway Access permit from MassDOT for access to Frontage 
Road Southbound.  Therefore, MassDOT must issue such a finding. 
 
MEPA Review 
An Environmental Notification Form (ENF) for the BioSquare Phase II Project was prepared and 
filed in August of 1999 and on October 11, 1999 the Secretary of the Executive Office of 
Environmental Affairs (the Secretary) issued a Certificate on the ENF specifying the scope for a 
Draft Environmental Impact Report (EIR).  The Draft EIR was filed with the Secretary on 
September 30, 2003.  The Secretary issued the Certificate on the Draft EIR on December 1, 
2003.  The Final EIR was filed with the Secretary on July 30, 2004.  The Secretary issued the 
Certificate on the Final EIR on November 15, 2004.  Following the issuance of that certificate, 
litigation was commenced in Superior Court challenging the adequacy of the FEIR.  In July 
2006, the Superior Court vacated the Certificate and remanded the matter to the Secretary for 
further administrative action.  The Secretary issued a Certificate in September 2006 requesting 
the filing of a Supplemental Final Environmental Impact Report (SFEIR).  The Scope of the 
SFEIR includes only the NEIDL facility.  The Supplemental Final Environmental Impact Report 
was filed on January 9, 2013. 
 



 

Project Description 
Biosquare Realty Trust is developing the site into approximately 428,700 sf of biomedical 
research and office space with associated parking.   The portion of BioSquare Phase II currently 
under MEPA review is Building F, the NEIDL building, which consists of 192,000 sf of 
biomedical research facilities.   
 
The NEIDL facility will utilize Frontage Road Southbound as a major access point for the site.  
Therefore, a highway access permit is required from the Massachusetts Department of 
Transportation. 

 
Mitigation Measures 
The proposed access points to Frontage Road Southbound will effectively shift vehicle trips 
from Massachusetts Avenue and Albany Street to the I-93 Frontage Road Southbound.  The 
roadway mitigation associated with the NEIDL at BioSquare will include the following:  
 

 The proponent will construct a right-in/right-out driveway to Frontage Road 
Southbound; 

 The proponent will modify the signalized intersection of East Newton Street and 
Albany Street as a four-way intersection; and 

 The proponent will develop a traffic and parking management plan for Albany 
Street between East Newton Street and Union Park Street.  The plan would 
convert Albany Street to a three-lane cross-section that typically consists of a 
single travel lane in each direction and a center left-turn lane.  No widening of the 
street would occur.  The plan would also include recommendations for changes to 
the existing on-street parking regulations. 

 The proponent will continue to participate in programs offered by the 
Transportation Solutions for Commuters (TranSComm) which is the Transportation 
Management Association (TMA) for the Boston University Medical Center and 
BioSquare.  

 
Conclusion 
Now, therefore, MassDOT, having reviewed the MEPA filings for the BioSquare Phase II - 
NEIDL project and the mitigation measures proposed, finds pursuant to M.G.L. c. 30, section 61 
that with the implementation of the aforesaid measures, all practical and feasible means and 
measures will have been taken to avoid or minimize potential damage to the environment from 
the project. 
 
 MASSACHUSETTS DEPARTMENT OF TRANSPORTATION  
 
 
 
Date      By  



MASSACHUSETTS WATER RESOURCES AUTHORITY 
TOXIC REDUCTION AND CONTROL 

M.G.L. c.30, § 61, FINDINGS MADE PURSUANT TO 301 C.M.R. § 11.12(5) 
 
 
EOEA PROJECT NAME:  BioSquare Phase II 
     Boston University Medical Campus - National Emerging  
     Infectious Disease Laboratory (NEIDL) 
PROJECT PROPONENT:  Boston University Medical Campus 
EOEA NUMBER:    12021 
MWRA PERMIT NUMBER:   45403758 
 

BACKGROUND 
 

Boston University has applied for a permit from Massachusetts Water Resources Authority to 
discharge from research laboratory operations, photoprocessing operations, glassware 
washers, autoclaves, cage washing operations, and reverse osmosis water purification system 
to the MWRA's sewer system from Boston University National Emerging Infectious Disease 
Laboratory, 620 Albany Street, Boston, MA 02118. The permit is required by MWRA regulations 
at 360 C.M.R. §§ 10.007(l)(a) and 10.051. 
 
As required by the Massachusetts Environmental Policy Act (MEPA), the proponent filed an 
Environmental Impact Report (EIR) for the project with the Secretary of the Executive Office of 
Environmental Affairs. On   , the Secretary issued the Certificate on the Final 
Supplemental Environmental Impact Report for the project, determining that no further review is 
required under MEPA and  allowing the proponent to seek permits to conduct higher level 
research, known as Biocontainment Safety Level (BSL) 3 and BSL4  in 
the National Emerging Infectious Disease Laboratories (NEIDL) Building.  The proponent 
previously received authorization from MEP A and a permit from MWRA for the discharge of 
laboratory wastes from BSL2 activities. 
 
For any project for which an EIR was required, MEPA regulations require agencies that take an 
agency action on the project to make Section 61 findings, that is, to determine whether the 
project is likely, directly or indirectly, to cause any damage to the environment and make a 
finding describing the damage to the environment and confirming that all feasible measures 
have been taken to avoid or minimize the damage to the environment 301 C.M.R. § 11.12(5). In 
the case of a project that requires a permit, but does not involve financial assistance, the 
agency shall limit its findings and mitigation measures specified as conditions to or restrictions 
on the agency action, to those aspects of the project that are within the subject matter of the 
required permit 301 C.M.R. § 1 1. 12(5)(c). 
 
For MEP A's purposes, MWRA is considered an agency and its issuance of a permit is 
considered agency action 301 C.M.R. 11.02(2). Thus, in this matter, MEPA regulations 
require MWRA to make Section 61 findings because the project required an EIR and now 
requires a permit from MWRA. MWRA's Section 61 findings are limited to those aspects of 
the project that are within the subject matter of the required permit: the impact on the 
environment of allowing the discharge of discharge from the research laboratories, 
photoprocessing operations, glassware washers, autoclaves, cage washing operations, and 
reverse osmosis water purification system to MWRA's sewer system. 
 



FINDINGS 
 

MWRA finds that the discharge from the BSL3 and BSL4 research laboratories, 
photoprocessing operations, glassware washers, autoclaves, cage washing operations, and 
reverse osmosis water purification system to MWRA's sewer system from Boston University 
National Emerging Infectious Disease Laboratory Project to its sewer system will not cause 
damage to the environment, provided that the discharge meets MWRA's limits for sewer 
discharges, 360 C.M.R. §§ 10.021-10.025. Those limits were adopted to ensure that 
discharges to the sewer will not damage the environment. There have been many other 
similar discharges of laboratory wastewater and photoprocessing wastewater to MWRA's 
sewer system without damage to the environment. This particular building and these 
particular laboratories includes additional safeguards to ensure that damage to the 
environment will not be caused by the discharge wastes to the MWRA system. 
 
Based on its review of the documentation submitted by the permit applicant, MWRA has 
determined that the discharge of laboratory wastewater and photoprocessing wastewater  
should not contain excessive levels of pollutants and the discharge should comply with 
MWRA discharge limits, provided that the discharger takes certain mitigation measures. To 
help ensure that the discharge meets the limits, MWRA intends to include specific 
provisions in the permit it will issue to the discharger, including that the discharger: 

• Comply with MWRA discharge limits, which are set forth in MWRA's regulations 
and the MWRA Permit #____________, Category: 02, and a Significant 
Industrial User (SIU) due to the discharge's potential. to violate MWRA 
Regulations. 

• Treat all of its discharge wastewater via the pH neutralization system at Sampling 
Location 0101, prior to mixing with any other streams. 

• Maintain its continuously pH recording meter at Sampling Location 0101. 
• Maintain its open-channel primary flow measuring device and continuously 

recording flow meter at Sampling Location 0101 prior to mixing with any other 
streams to allow the accurate measurement of wastewater flow. 

• Measure its daily flow of its discharge at Sampling Location 0101 in gallons per 
day (GPD). 

• Sample its discharge at Sampling Location 0101, from the spigot located on the 
discharge line of the pH neutralization system quarterly and have the discharge 
analyzed by a DEP certified laboratory for pollutants listed in the permit, and 
report the results to MWRA quarterly. 

• Follow the sampling and reporting requirements at Sampling Location 0101 for 
Chromium (Total), Copper (Total), Formaldehyde, Lead (Total), Mercury (Total), 
Mercury (Total), Nickel (Total), Phenol, Silver (Total), TTO (Volatile Organic 
Fraction), Zinc (Total), pH, and Flow (GPD). 

• Stop its discharge immediately if its discharge is not in compliance with MWRA 
regulations or upon notice to stop by MWRA. 

• Submit a copy of its pH log to the MWRA quarterly for every quarterly sampling 
period. 

• Submit a copy of its daily low flog in gallons per day (GPD) for Sample Location 
0101 for every quarterly sampling period. 

• Submit a Compliance Report for the Photo Processing and Printing Operation 
annually for its photoprocessing operation on site. 



• Submit a Slug Control Plan to the MWRA within (10) weeks from the date of 
permit issuance. 

 
For the reasons stated above, MWRA finds that there will be no damage to the 
environment, with the implementation of the provisions it will include in the permit it will 
issue for the discharge. 
 
    
Carolyn Fiore, Director 
Toxic Reduction and Control Department 

 

Date 
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APPENDIX 4: RESPONSES TO COMMENTS ON 
THE FEIR 
This Appendix provides a response to those comments submitted to the Secretary of the Executive 
Office of Environmental Affairs (the Secretary), currently known as the Executive Office of Energy 
and Environmental Affairs (EOEEA), in response to the filing of the FEIR which are relevant to the 
scope of the SFEIR. The Scope of the SFEIR as it pertains to the Comment letters received is 
described below. 

INTRODUCTION 

The MEPA Certificate following Remand on the FEIR (the Remand Certificate), issued by the 
Secretary on September 5, 2006, requested that a Supplemental Final Environmental Impact Report 
include a response to comments on the FEIR.  The Remand Certificate states: 

“The SFEIR should respond to the comments received on the FEIR to the extent that they are within 
the Scope of the SFEIR.  The SFEIR should include a copy of each comment letter received.  The 
SFEIR need not reproduce every form letter received but should include one template and any form 
letters that included additional individual comments.  The SFEIR should present any additional 
narrative or quantitative analysis necessary to respond to the comments received.” 

As defined by the Remand Certificate, as well as subsequent MEPA filings and Certificates, the 
Scope of the SFEIR is limited to two primary issues: risk assessment and alternative location analysis 
for operation of the NEIDL, specifically as they pertain to BSL-3 and BSL-4 research. 

This SFEIR also includes any mitigation measures which may be directly related to those two 
remaining issues.  Both transportation safety and emergency response mitigation measures fit this 
description, and are thoroughly analyzed and described in the Final Supplementary Risk 
Assessment, which is included as Appendix 11. In addition the FSRA includes an extensive 
Response to Comment section, as well as a transcript of the NIH Public Meeting on the Risk 
Assessment of the NEIDL, which was held at the Boston University Medical Campus on April 19, 
2012. 
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RESPONSES TO COMMENTS 

Table A4-1 presents a list of the comments received on the FEIR. Tables A4-2 through A4-5 provide 
a response to each comment which meets the requirements of the Remand Certificate.  Where 
appropriate, sections of the Supplemental Final Environmental Impact Report and its Appendices 
are cited for reference. Copies of comments received on the FEIR are included in this Appendix. 
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Table A4-1 – MEPA Comments 

   Concerns Expressed 

Date 
Received Sender 

Support 
Oppose 
Neutral Alternative Sites Risk Assessment 

Emergency 
Response 

Transportation 
Safety 

8/20/2004 Oxxon Therapeutics S         
8/31/2004 MA Biologic Laboratories S         

9/7/2004 Coalition of Boston Teaching Hospitals S         
9/8/2004 Conservation Law Foundation O        
9/9/2004 BU School of Public Health S         

9/20/2004 Fort Point Associates S         
9/20/2004 Lawrence S. Blaszkowski S         
9/21/2004 Christopher Brayton S         
9/24/2004 Fort Point Associates S         
9/27/2004 University of Maryland School of Medicine  S         
9/29/2004 Kenneth Olken S         
9/29/2004 President, Boston City Council (Michael Flaherty) S         
9/29/2004 Long Bay Management Company S         
9/29/2004 Kevin C. Peterson S         
9/30/2004 Novo Biotic Pharmaceuticals S         
10/1/2004 Taylor Smith Realty S         
10/6/2004 Michael E. Capuano, U.S. House of Representatives S         
10/7/2004 Conservation Law Foundation O        
10/8/2004 Fort Point Associates S         

10/12/2004 South Boston Community Health Center S         
10/12/2004 Sheil Grove S         
10/13/2004 DEP/NERO N         
10/19/2004 Inner Core Committee (MAPC) N         
10/19/2004 Virginia Pratt O         
10/21/2004 Paul Zigurds Rinkulis S         
10/22/2004 CUH2A S         
10/22/2004 The Ellis South End Neighborhood Association O         
10/22/2004 Boston Environmental Hazards Program O       
10/25/2004 Massachusetts Water Resources Authority N         
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   Concerns Expressed 

Date 
Received Sender 

Support 
Oppose 
Neutral Alternative Sites Risk Assessment 

Emergency 
Response 

Transportation 
Safety 

10/25/2004 Conservation Law Foundation O        
10/25/2004 Hemisphere (John Chomiak) S         
10/25/2004 David S. Mundel O      
10/27/2004 CUH2A (J. Crane) S         
10/28/2004 Pam Kennedy O         
10/28/2004 John E. Mann O         
11/2/2004 Patricia Glynn O       
11/3/2004 Jessie Partridge O      
11/3/2004 William J. Santoro O      
11/3/2004 Susan Gracey O        
11/4/2004 Neighborhood of Affordable Housing O      
11/4/2004 Cambridge Health Alliance O       
11/4/2004 Dorothy Woelfel O      
11/4/2004 Miriam Shenitzer O      
11/5/2004 Phoebe Knopf O       
11/5/2004 Vicky Stenitz (UMASS) O       
11/5/2004 Boston Water and Sewer Commission N         
11/5/2004 Watertown Citizens for Environmental Safety O     
11/5/2004 William S. Grenzebach S         
11/5/2004 Robina E. Folland S         

11/5/2004 
SafetyNet / Alternatives for Community & Environment 
(ACE) O      

11/5/2004 Joan Ecklein O         
11/5/2004 Newton Department of Planning & Development O      
11/7/2004 Helaine Simmonds & Cinda Stoner O       
11/8/2004 Metropolitan Area Planning Council O       
11/8/2004 Shirley Kressel O      
11/8/2004 Old Dover Neighborhood Association O        
11/9/2004 Marc Pelletier O      
11/9/2004 Fort Point Associates S         
11/9/2004 Massachusetts Historical Commission N         
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   Concerns Expressed 

Date 
Received Sender 

Support 
Oppose 
Neutral Alternative Sites Risk Assessment 

Emergency 
Response 

Transportation 
Safety 

11/9/2004 
Executive Office of Transportation (EOT) 

N         

Various 
Form Letters Opposed to Project (12) 

O      

Various 
Form Letters Supporting the Project (157) 

S      

Various 
Form Cards Supporting the Project (476) 

S      
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Table A4-2 - Alternative Site Comments 

Date 
Received Sender Comment Response 

Response 
Number 

9/8/2004 Conservation Law 
Foundation 

The proponent has failed to provide a study of feasible 
alternatives.  A full analysis of all reasonable siting 
alternatives needs to be submitted. 

A full alternative siting analysis was completed by the 
proponent, as described in Section 3.2 of the SFEIR.  
In addition, the NIH undertook an unprecedented 
effort to prepare, under the guidance of a Blue Ribbon 
Panel of experts and the National Research Council, a 
supplementary risk assessment.  The Final 
Supplementary Risk Assessment (FSRA) evaluates the 
relative risks as well as the frequency and public 
health consequences associated with potential loss of 
pathogen biocontainment events in a range of 
population density areas that represent urban, 
suburban and rural environments. The FSRA 
evaluated the current NEIDL facility as well as two 
alternative sites.  

A.1 

9/8/2004 Conservation Law 
Foundation 

Should address how Proponent decided to site the lab 
here (criteria in selecting site, listing and description of 
alternative sites evaluated inc. pop density, reasons for 
rejection, description of how site criteria were 
developed and extent to which the various sites met the 
criteria).  Include population density, environmental 
justice, demographics, public health/safety 

A full alternative siting analysis was completed by the 
proponent.  A summary of the analysis which 
discusses process, locations considered, and site 
screening criteria, is included in Chapter 3, 
Alternative Sites and Relative Risks. The selected 
NEIDL site and alternative locations in suburban 
Tyngsborough, MA, and rural Peterborough, NH, are 
examined in full detail.  A supplemental review of 
these three sites was completed by the NIH and has 
been included as part of Appendix 11, SFRA. The 
SFRA   includes detailed information about the 
communities, including environmental justice 
characterizations, demographics, available 
infrastructure, and environmental resources.  This risk 
assessment also includes an evaluation of the relative 
risks to public health posed by identical losses of 
biocontainment at the alternative sites.    

A.2 
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Date 
Received Sender Comment Response 

Response 
Number 

9/8/2004 

Conservation Law 
Foundation 

Should address whether there are alternative locations 
for the lab, including an alternative location elsewhere 
in Massachusetts, or siting the main portion in Boston 
but siting the BSL-4 lab in a less densely populated area. 

See Response A.2, Chapter 3, and Appendix 11.  The 
selected NEIDL site and two alternative locations in 
suburban Tyngsborough, MA, and rural Peterborough, 
NH, are examined in full detail. 

A.3 

10/7/2004 

Conservation Law 
Foundation 

It is our understanding that BU owns property along 
Commonwealth Avenue and in Tyngsboro, MA and 
Peterborough, NH.  These sites should be analyzed as 
alternative locations for this project in addition to any 
other BU-owned or controlled properties.  …  We 
request that you release a list of all locations owned or 
controlled by BU.  An analysis of these locations as 
alternative sites should be included in a supplemental 
MEPA filing.  It is important that we understand how 
and why BU chose this location for the BSL-4 facility 
and how it compares to other property owned or 
controlled by BU. 

See Response A.2, Chapter 3, and Appendix 11.  All 
Boston University owned and controlled properties 
were considered in the initial alternative site analysis 
conducted by BUMC in 2003. 

A.4 

10/25/2004 

Conservation Law 
Foundation 

MEPA requires analysis of all feasible locations.  For 
private projects, any sites which are owned or 
controlled by the proponent must be analyzed.  It is our 
understanding that BU owns property along 
Commonwealth Avenue, in Tyngsboro, MA and in 
Peterborough, NH.  These sites should be analyzed as 
alternative locations for this project in addition to any 
other BU-owned or controlled properties.   

See Response A.2, Chapter 3, and Appendix 11.  All 
Boston University owned and controlled properties 
were considered in this alternative site analysis.   

A.5 

10/25/2004 

David S. Mundel The FPIR/FEIR contains no analysis that suggest that the 
proponent has considered feasible alternatives that it 
might find somewhat more inconvenient, more 
expensive and/or less attractive but which would be 
safer and potentially less harmful to the surrounding 
neighborhoods. 

See Response A.2, Chapter 3, and Appendix 11. 

A.6 
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Date 
Received Sender Comment Response 

Response 
Number 

11/3/2004 

Jessie Partridge The FEIR does not include an alternatives analysis of 
other potential locations for the laboratory or provide 
the criteria used by University Associates to base its 
decision to locate the laboratory on Albany Street in 
Boston's South End. 

See Response A.2, Chapter 3, and Appendix 11. 

A.7 

11/3/2004 

William J. Santoro The FEIR does not include an alternatives analysis of 
other potential locations for the laboratory or provide 
the criteria used by University Associates to base its 
decision to locate the laboratory on Albany Street in 
Boston's South End. 

See Response A.2, Chapter 3, and Appendix 11. 

A.8 

11/4/2004 

Neighborhood of 
Affordable 
Housing 

The FEIR does not include an alternatives analysis of 
other potential locations for the laboratory or provide 
the criteria used by University Associates to base its 
decision to locate the laboratory on Albany Street in 
Boston's South End. 

See Response A.2, Chapter 3, and Appendix 11. 

A.9 

11/4/2004 

Miriam Shenitzer The FEIR does not include an alternatives analysis of 
other potential locations for the laboratory or provide 
the criteria used by University Associates to base its 
decision to locate the laboratory on Albany Street in 
Boston's South End. 

See Response A.2, Chapter 3, and Appendix 11. 

A.10 

11/5/2004 

Vicky Stenitz 
(UMASS) 

I have serious questions about B.U.'s failure to comply 
with the requirement that there be an alternatives 
analysis of other potential locations for the laboratory.  
What criteria were used by University Associates in 
making the decision to locate the laboratory on Albany 
Street in Boston's South End?  There are serious 
environmental justice issues that need to be addressed. 

See Response A.2, Chapter 3, and Appendix 11. 

A.11 

11/5/2004 

Watertown 
Citizens for 
Environmental 
Safety 

There should be an analysis of alternative locations for 
the laboratory.  On what basis was the decision made to 
use the current location? 

See Response A.2, Chapter 3, and Appendix 11. 

A.12 
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Date 
Received Sender Comment Response 

Response 
Number 

11/5/2004 

SafetyNet / 
Alternatives for 
Community & 
Environment (ACE) 

Supplemental FEIR should include criteria used for 
locating lab in a densely populated EJ community, the 
other locations considered, including population density 
and characteristics of these locations, why those 
locations were rejected and how the current site meets 
those criteria.  To the extent proximity to researchers at 
BU and at the NIAID RCE is a criterion, the SFEIR must 
explain why the project proponent did not consider or 
rejected other locations in less densely populated areas 
within a one hour drive of Boston.  The SFEIR must also 
explain how the decision considered risks to public 
health and safety and the environment and how a 
decision could have been made on siting before the 
RWDI Summary Report was completed. 

See Response A.2, Chapter 3, Appendix 5, and 
Appendix 11.  The criteria used to evaluate the sites 
are outlined in the Alternative Site Analysis.  The 
public health risks associated with the project have 
been addressed in the risk assessments as described in 
Chapter 4. The FSRA concludes that the risks to public 
health posed by the facility are very low to only 
remotely possible and that there are no significant 
differences in risks between alternative locations.   

A.13 

11/5/2004 

SafetyNet / 
Alternatives for 
Community & 
Environment (ACE) 

To the extent that the proponent did not consider other 
locations, the SFEIR should identify and consider other 
locations. We anticipate proponent will say location 
was chosen due to ownership of the land, but that 
reasoning is not sufficient. 

See Response A.2, Chapter 3, and Appendix 11.  
Ownership or control of land was a prerequisite for 
receiving funding to construct the NEIDL.  All Boston 
University owned and controlled properties were 
considered as potential siting locations for the NEIDL. 

A.14 

11/8/2004 

Shirley Kressel The most basic evaluative element, a study of alternative 
sites for the lab, has not been attempted, despite 
repeated and widespread public demand.  This is the 
only such lab in the United States to be located in a 
dense urban environment, which I suspect is not by 
accident; is this not an indication of an issue that at least 
bears examination?  In addition to the extraordinary 
public health risk of this siting, there is a lost 
opportunity for community benefit.  This site was 
previously to hold a mix of institutional and commercial 
uses, which could provide a more diverse economic 
development base, without risk to life and limb.  
Further, the prison-like urban design environment of this 
lab is likely to impede the City's contemplated 
development of the BU surroundings as "neighborhood 

See Response A.2, Chapter 3, and Appendix 5.  See 
Section 2.2 for a discussion of Community Benefits 
associated with the project.  Four other Biosafety 
Level 4 (BSL-4) labs are located in urban areas: the 
Centers for Disease Control in Atlanta, Georgia; the 
Georgia State University BSL-4 in Atlanta, Georgia; 
the National Biocontainment Laboratory at the 
University of Texas Medical Branch in Galveston, 
Texas; and the Southwest Foundation for Biomedical 
Research in located in San Antonio, Texas.  The 
demonstrated safety record of BSL-4 laboratories and 
the risk assessments discussed in Chapter 4 
demonstrate that the risks to public health posed by 
the facility are very low to only remotely possible.  
There are no significant differences in risk between 
alternative locations.  

A.15 
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Date 
Received Sender Comment Response 

Response 
Number 

fabric."  It is absolutely unacceptable that such a 
decision be made without even an attempt to consider 
other site. 

11/9/2004 

Marc Pelletier There is no assessment of alternative sites for the 
proposed lab.  The fact that the $128 million dollar 
grant from NIAID to BU was contingent on the lab 
being placed in this site places huge monetary pressure 
on the outcome of this site comparison.  Public safety 
concepts appear to be a secondary consideration. 

See Response A.2, Chapter 3, and Appendix 11. 

A.16 

 Opposition Form 
Letter 

The FEIR does not include an alternatives analysis of 
other potential locations for the laboratory or provide 
the criteria used by University Associates to base its 
decision to locate the laboratory on Albany Street in 
Boston's South End. 

See Response A.2, Chapter 3, and Appendix 11. 

A.17 
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Table A4-3 - Risk Assessment Comments 

Date 
Received Sender Comment Response 

Response 
Number 

10/22/2004 Boston 
Environmental 
Hazards Program 

Why was the accidental dropping and breaking of a 
15cc vial of purified anthrax (1 g) chosen for the 
Maximum Possible Risk scenario?  How was it 
determined that only 400,000 respirable particles 
could become airborne from such an accident?  Why 
cannot a release of anthrax spores and the subsequent 
public health impacts that occurred at Sverdlosk in 
April of 1979 also happen in Boston from the NEIDL?  
Is the maximum quantity of culture and spores 
permitted at the NEIDL too small to allow such a 
release during a worst case possible accident? 

The quantity of agent being studied for release in the 
quantitative risk assessment is the result of a laboratory 
accident involving 10 billion spores.  Preliminary range 
finding studies were performed simulating accidental 
laboratory releases to determine the number of particles 
that become airborne.  Approximately 400,000 particles 
were produced in the range findings studies of 
simulated laboratory accidents and were available to 
become airborne (Wilson, 2004).  Through the state and 
federal environmental review process, a number of risk 
assessments have been conducted for the NEIDL.   It is 
important to note the “worst-case scenario” assumed an 
accident involving a quantity of spores estimated to be 
approximately 10 times larger than the actual amount 
expected to be used in experiments within the NEIDL.  
The FSRA examines 12 pathogens in addition to 
Anthrax. See Chapter 4 and Appendix 11 for a thorough 
discussion of the pathogens studied and the results of a 
potential accidental or malevolent release of these 
pathogens. 

R.1 

10/25/2004 David S. Mundel Although, the purported "worst case analysis" 
(Appendix 6 FEIR) addresses one environmental 
hazard (Anthrax spore release), the proponent has 
presented no analysis that either suggests or proves 
that the potential release of this hazardous agent 
which was chosen for analysis is, in fact, a 'worst 
case' release. 

See Response R-1, Chapter 4 and Appendix 11. R.2 
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Response 
Number 

10/25/2004 David S. Mundel The "worst case analysis" is woefully inadequate an 
unconvincing.  It contains no sensitivity analysis 
indicating how the simulated findings of 
environmental impact would be different if different 
assumptions were used in examining the nature of the 
incident leading to the release.  The analysis contains 
no assessment regarding whether the range of weather 
conditions considered is representative of the full 
range of weather conditions occurring in Boston.  The 
statistical component of the analysis is naive and 
incorrect - the reported data do not portray the 
'maximum number of inhaled spores', they portray 
the expected number of spores that would be inhaled 
by a single individual.  The data included in the report 
actually suggest that some individuals may inhale zero 
spores, some may inhale one spore, and some may 
inhale more spores. 

See Response R-1, Chapter 4 and Appendix 11. R.3 

10/25/2004 David S. Mundel In addition, the worst case analysis includes no 
assessment of the impact of a potential release on the 
vulnerable populations living, working hospitalized, 
and incarcerated in nearby neighborhoods and 
facilities.  The proponent has noted that the "precise 
dose of Bacillus anthracis (anthrax) spores required to 
cause human pulmonary anthrax is not known" and 
that "this number would vary considerably from 
person to person depending upon age (and) overall 
medical history" (p 5-22.)  But, these issues of 
population sensitivity are not addressed anywhere in 
the so-called 'worst-case analysis." 

See Response A-1, R.1, Chapter 4 and Appendix 11. R.4 
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Response 
Number 

10/25/2004 David S. Mundel The casual and incomplete assessment and analysis of 
the potential risks associated with an accidental 
release from the proposed Biocontainment Laboratory 
suggests an almost cavalier attitude on the part of the 
analysts engaged by the proponent.  If these analysts 
and the proponent's personnel responsible for 
directing the preparation of the analysis actually 
believe that the risks of negative health effects from a 
potential release are so small as to be "practically 
considered as zero" (as suggested in the summary of 
the "Hazard and Risk Assessment"), perhaps they 
should accept an alternative design in which the 
exhaust from the proposed Biocontainment 
Laboratory is vented directly into their offices rather 
than into and over the surrounding residential 
neighborhoods. 

See Response R.1, Chapter 4 and Appendix 11. R.5 

11/2/2004 Patricia Glynn The worst case scenarios are poorly thought out.  
What about infected mice escaping through air vents 
or other channels that rodents find easily, but humans 
do not even consider? 

 See Response R.1, Chapter 4 and Appendix 11. The 
FSRA includes scenarios involving transmission through 
infected animals. 

R.6 

11/3/2004 Jessie Partridge The FEIR does not include a true or accurate worst 
case scenario.  Instead, the FEIR contains an 
inaccurate and incomplete "worst case scenario" that: 
1) contains serious mistakes in analysis that cause 
significant underestimate of the potentially devastating 
and deadly impact of a release of anthrax from the 
proposed bioterrorism laboratory; 2) fails to perform a 
site-specific release analysis, 3) fails to consider the 
environmental impact of the release; and 4) fails to 
analyze an accidental or intentional release of the 
deadly incurable viruses and toxins other than anthrax 
that may be present in the lab, including select agents 
and toxins that, unlike anthrax, are highly contagious.  
FEIR fails to include a worst case release scenario for 
when a select agent is in transit to the laboratory or 
provide other essential information about the 
transportation of hazardous biological and toxic 
agents to the laboratory.  FEIR fails to include a threat 

See Response R.1, Chapter 4 and Appendix 11. 
A Threat and Vulnerability Analysis has been prepared 
for the NEIDL which includes analysis and 
countermeasures, both overt and covert, to minimize 
and mitigate potential acts of bioterrorism. 
 
The FSRA includes scenarios involving accidental 
releases resulting from transportation accidents.  

R.7 
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and vulnerability analysis for a terrorist attack on the 
laboratory and resulting release of select agents and 
other damages to the surrounding community. 

11/3/2004 William J. Santoro The FEIR does not include a true or accurate worst 
case scenario.  Instead, the FEIR contains an 
inaccurate and incomplete "worst case scenario" that: 
1) contains serious mistakes in analysis that cause 
significant underestimate of the potentially devastating 
and deadly impact of a release of anthrax from the 
proposed bioterrorism laboratory; 2) fails to perform a 
site-specific release analysis, 3) fails to consider the 
environmental impact of the release; and 4) fails to 
analyze an accidental or intentional release of the 
deadly incurable viruses and toxins other than anthrax 
that may be present in the lab, including select agents 
and toxins that, unlike anthrax, are highly contagious.  
FEIR fails to include a worst case release scenario for 
when a select agent is in transit to the laboratory or 
provide other essential information about the 
transportation of hazardous biological and toxic 
agents to the laboratory.  FEIR fails to include a threat 
and vulnerability analysis for a terrorist attack on the 
laboratory and resulting release of select agents and 
other damages to the surrounding community. 

See Response A-1, R.1, R-7 Chapter 4 and Appendix 11. R.8 

11/3/2004 Susan Gracey The FEIR offers no adequate worst case scenario.  Is it 
really even possible to imagine the worst case? 

See Response R.1 and Appendix 11. R.9 
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11/4/2004 Neighborhood of 
Affordable 
Housing 

The FEIR does not include a true or accurate worst 
case scenario.  Instead, the FEIR contains an 
inaccurate and incomplete "worst case scenario" that: 
1) contains serious mistakes in analysis that cause 
significant underestimate of the potentially devastating 
and deadly impact of a release of anthrax from the 
proposed bioterrorism laboratory; 2) fails to perform a 
site-specific release analysis, 3) fails to consider the 
environmental impact of the release; and 4) fails to 
analyze an accidental or intentional release of the 
deadly incurable viruses and toxins other than anthrax 
that may be present in the lab, including select agents 
and toxins that, unlike anthrax, are highly contagious.  
FEIR fails to include a worst case release scenario for 
when a select agent is in transit to the laboratory or 
provide other essential information about the 
transportation of hazardous biological and toxic 
agents to the laboratory.  FEIR fails to include a threat 
and vulnerability analysis for a terrorist attack on the 
laboratory and resulting release of select agents and 
other damages to the surrounding community. 

See Responses R.1, R.7, Chapter 4, and Appendix 11. R.10 

11/4/2004 Cambridge Health 
Alliance 

The risk assessment analysis is faulty, claims that the 
accidental release of such pathogens would be 
harmless to the local population, and provides no 
plan for dealing with the environmental and 
community impacts of such a release if it were to take 
place. 

See Response R.7 and Appendix 11. A full discussion of 
emergency response planning measures can be found in 
Appendix 7. 

R.11 

11/4/2004 Dorothy Woelfel FEIR is inadequate because it 1) fails to include an 
accurate 'worst case scenario'; i.e. the accidental or 
intentional release of toxins or viruses that are highly 
contagious within the lab.  2) fails to include a 'worst 
case scenario' for a chemical agent in transit to the 
lab.  3) fails to include a 'worst case scenario' in the 
event of a catastrophic terrorist attack, resulting in the 
release of toxins to the surrounding community. 

See Response R.7 and Appendix 11.  R.12 



BioSquare Phase II  Supplemental Final Environmental Impact Report 
 

Appendix 4 - Response to Comments on the Final EIR 
A4-16 

Date 
Received Sender Comment Response 

Response 
Number 

11/4/2004 Miriam Shenitzer The FEIR does not include a true or accurate worst 
case scenario.  Instead, the FEIR contains an 
inaccurate and incomplete "worst case scenario" that: 
1) contains serious mistakes in analysis that cause 
significant underestimate of the potentially devastating 
and deadly impact of a release of anthrax from the 
proposed bioterrorism laboratory; 2) fails to perform a 
site-specific release analysis, 3) fails to consider the 
environmental impact of the release; and 4) fails to 
analyze an accidental or intentional release of the 
deadly incurable viruses and toxins other than anthrax 
that may be present in the lab, including select agents 
and toxins that, unlike anthrax, are highly contagious.  
FEIR fails to include a worst case release scenario for 
when a select agent is in transit to the laboratory or 
provide other essential information about the 
transportation of hazardous biological and toxic 
agents to the laboratory.  FEIR fails to include a threat 
and vulnerability analysis for a terrorist attack on the 
laboratory and resulting release of select agents and 
other damages to the surrounding community. 

See Response R.7 and Appendix 11. R.13 

11/5/2004 Phoebe Knopf The worst case scenario described in the FEIR was 
clearly not taking seriously the health concerns of 
residents.  The scenario said, in very sophisticated 
language, that essentially, if a few bugs got out we'd 
all be ok.  I felt that the profound questions of those of 
us who oppose the lab were seriously disrespected 
when I read this part of the FEIR because the language 
was so arrogant and cool and so dismissive of the cry 
for truth and justice from residents who 
understandably don't want plague germs in their back 
yards, their city, or their world.  We already know the 
lab is dangerous and that if smallpox or plague germs 
escape we would be in deep trouble, not only in and 
around Boston but also around the world, since all it 
would take for the plague to spread would be for one 
infected person to board a plan at Logan bound for 
anywhere. We are not stupid people. So please 

See Responses R.7 and Appendix 11.  R.14 
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respect our honest and passionate request for an FEIR 
that contains a legitimate analysis of worst case 
scenario dangers. 

11/5/2004 Phoebe Knopf The FEIR was also gravely deficient in its lack of an 
analysis of a worst case scenario in the case of an 
accidental or terrorist release of germs in transit to or 
from the lab.  This deficiency along should be 
grounds enough to require a supplemental FEIR.  
Another blatant problem with the FEIR was that there 
was no analysis of a worst case scenario in the case of 
a terrorist attack on the lab.  I feel deeply concerned 
that the planners of a lab that is supposed to protect  
us from terrorism haven't provided us with evidence 
that they've carefully considered such a basic 
problem.  I want to see an FEIR the proves to me that 
the planners of the lab have thought through the real 
dangers.  Denial of our human fallibility and 
vulnerability, while humanly understandable, won't 
make our problems go away, and in the case of the 
lab, such denial could pave the way to an immense 
public health catastrophe. 

See Response R.7 and Appendix 11. R.15 
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11/5/2004 

Vicky Stenitz 
(UMASS) 

As I understand it, BU was asked to provide a detailed 
account of a "worst case scenario" and then, outline 
their plans for dealing with this emergency.  I have 
read Jean Guillemin's critique of the FEIR "worst case 
scenario" and find myself appalled at her detailing of 
its inaccuracies and omissions.  Given the numerous 
reports in recent weeks of accidents at BSL4 labs, it is 
unconscionable to place this facility in such a densely 
populated, urban area without a full consideration of 
the real risks. 

See Responses R.7, Chapter 4, and Appendix 11.  A full 
discussion of emergency response planning measures 
can be found in Appendix 7.  In addition, BU has a 
transparent reporting mechanism in place with the 
Institutional Biosafety Committee (IBC), which reports 
on incidents occurring in the laboratories.   Information 
about the IBC can be found in Appendix 8 and on the 
NEIDL website. 

R.16 

11/5/2004 

Watertown 
Citizens for 
Environmental 
Safety 

1) The "worst case scenario" described significantly 
underestimates the disastrous impacts on the 
surrounding community of a release of anthrax or 
other deadly and incurable viruses and toxins from 
the proposed laboratory.  This facility would be the 
first to be built in a densely populated area; a NIAID 
memo in 2000 stated that a BSL4 lab should be well 
removed from major population’s centers in order to 
reduce the possibility of an accidental release of an 
organism leading to a major public health disaster.  
The report should contain a site-specific release 
analysis and should fully consider the environmental 
impact of any release.  

The SFRA (Appendix 11) includes site-specific release 
analyses.  The NAIAD memo referred to in the comment 
was never officially signed or sent, and its author is 
unknown.  NIH does not support the content of the 
memo as rationale for the location of any laboratory.   
Four other Biosafety Level 4 (BSL-4) labs are located in 
urban areas: the Centers for Disease Control in Atlanta, 
Georgia; the Georgia State University BSL-4 in Atlanta, 
Georgia; the National Biocontainment Laboratory at the 
University of Texas Medical Branch in Galveston, Texas; 
and the Southwest Foundation for Biomedical Research 
in located in San Antonio, Texas.  The demonstrated 
safety record of BSL-4 laboratories and the risk 
assessments discussed in Chapter 4 show that the risk of 
the facility to the surrounding community is negligible.   
The risk would be negligible whether the facility was in 
an urban environment or a rural environment. 

R.17 
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11/5/2004 Watertown 
Citizens for 
Environmental 
Safety 

 2) There have been documented cases of accidental 
releases of pathogens during transport to laboratories.  
The report fails to provide information about transport 
of hazardous agents to the laboratory and does not 
describe such a "worst case scenario."  3)  The 
laboratory could be subject to intentional acts of 
sabotage, resulting in releases of pathogens into the 
surrounding community.  There should be an analysis 
of vulnerability to an attack. 

See Response R.7.  The SFRA (Appendix 11) includes a 
detailed analysis of a number of potential  transportation 
accident scenarios, including truck and air transport.  A 
full discussion of transportation security measures can 
be found in Appendix 7. 

R.18 

11/5/2004 SafetyNet / 
Alternatives for 
Community & 
Environment (ACE) 

The FEIR does not include a true or accurate worst 
case scenario.  Instead, the FEIR contains an 
inaccurate and incomplete "worst case scenario" that: 
1) contains serious mistakes in analysis that cause 
significant underestimate of the potentially devastating 
and deadly impact of a release of anthrax from the 
proposed bioterrorism laboratory; 2) fails to perform a 
site-specific release analysis, 3) fails to consider the 
environmental impact of the release; and 4) fails to 
analyze an accidental or intentional release of the 
deadly incurable viruses and toxins other than anthrax 
that may be present in the lab, including select agents 
and toxins that, unlike anthrax, are highly contagious.  
FEIR fails to include a worst case release scenario for 
when a select agent is in transit to the laboratory or 
provide other essential information about the 
transportation of hazardous biological and toxic 
agents to the laboratory.  FEIR fails to include a threat 
and vulnerability analysis for a terrorist attack on the 
laboratory and resulting release of select agents and 
other damages to the surrounding community. 

See Response R.1, R.7, and Appendix 11.  R.19 
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11/5/2004 SafetyNet / 
Alternatives for 
Community & 
Environment (ACE) 

The Summary Report (RWDI) is faulty because it 
suggest zero risk to the public, fails to consider 
contagious disease outbreaks, does not address 
workplace contamination, ignores environmental 
contamination (such as soil contamination).  
Supplemental risk assessment should be completed by 
an independent committee. 

See Response R.7 and Appendix 11.  The FSRA was 
completed by the NIH in association with outside, 
independent panels of experts. 

R.20 

11/5/2004 SafetyNet / 
Alternatives for 
Community & 
Environment (ACE) 

FEIR fails to contain assessment of release of select 
agent when in transit to the laboratory.  Stating that 
the risk (during transport) is negligible, without any 
support whatsoever for that statement, does not satisfy 
safety considerations. 

See Response R.7 and Appendix 11. R.21 

11/5/2004 SafetyNet / 
Alternatives for 
Community & 
Environment (ACE) 

Shipping accidents do happen.  The FEIR provides no 
information on designated transport routes.   

A full discussion of select agent transportation and 
related security measures can be found in the FSRA, 
Appendix 11. 

R.22 
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11/5/2004 

SafetyNet / 
Alternatives for 
Community & 
Environment (ACE) 

An attack on, or infiltration of, the laboratory could 
result in the release of pathogens or the escape of 
infected insects or animals, with deadly results.  An 
attack on the lab that did not release pathogens might 
nonetheless cause damage to nearby communities.... 
The proponent has claimed that any attack would 
destroy the stored pathogens, but that analysis must 
be provided in a SFEIR for review and comment.  The 
FEIR contains no analysis of the risks... from an 
infected animal. 

See Response R.7.   The SFRA (Appendix 11) includes 
scenarios involving  the release of infected animals.  

R.23 

11/5/2004 

Newton 
Department of 
Planning & 
Development 

The proponent should revise the FEIR to further 
elaborate on the amounts of agents including Anthrax, 
Plague, Ebola, and Smallpox, to be stored on-site and 
limits should be set and monitored.  Releases could 
occur through many means and consequences could 
be deadly.  The lab could be a potential target for 
terrorists, and transportation of pathogens and/or 
waste to and from the site pose a risk for the entire 
metropolitan region. 

See Response R.7.  The SFRA includes a detailed 
analysis of the pathogens suggested for study as well as 
a thorough analysis of potential malevolent acts. 

R.24 

11/5/2004 

Newton 
Department of 
Planning & 
Development 

Further discussion of the regional impact or a release 
and "worst case scenarios" should be included in the 
FPIR/FEIR.  The safety of the region should not be 
compromised to construct a BSL-4 laboratory.  
Policies and procedures on a regional level to respond 
to a potential release of a deadly agent have not been 
addressed in the FEIR.  The proponent should be 
expected to present further analysis regarding the 
potential release of any hazardous agent in a "worse-
case" scenario.  Water contamination, hijacking or 
transportation or waste disposal vehicles, animal 
carcass disposition, or losses of the laboratory's 
containment systems also represent potential 
scenarios that should be further analyzed, as they 
represent a concern to the City of Newton.  

See Response R.7.  A full discussion of emergency 
response plans and transportation security measures can 
be found in Appendix 7. 

R.25 
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11/7/2004 

Helaine Simmonds 
& Cinda Stoner 

Not having access to independent consultants, we are 
unable to assess the accuracy of their scenarios or 
whether in fact they are the proper ones to use.  As a 
result of this we do not feel any comfort in their use of 
the word negligible in describing the risks associated 
with any mishap that might occur at the facility or any 
potential release of infectious agents.  We also 
question why the worst case risk scenario only refers 
to the release of anthrax spores.  There must be other 
risk scenarios with other pathogens that have not been 
studied.  The proponents should be required to do 
this. 

See Responses R.1, R.7, Chapter 4 and Appendix 11. 

R.26 

11/8/2004 

Shirley Kressel The FEIR is seriously deficient because a) To my 
understanding it does not represent the way that 
anthrax has usually been accidentally disseminated.  
A literature review of anthrax infection episodes 
should be provided to document the nature of the 
likeliest anthrax escape.  b) It does not consider any of 
the other microorganisms that the Lab is expected to 
study, which may be dispersed in different ways, and 
which most likely are not as treatable as anthrax.  c) It 
does not even attempt to consider the microorganisms 
that the Lab may later undertake to study, including 
those that may results from experiments in rDNA.... 
No risk assessment in 2004 is predictive without 
specific inviolable limits on the lab's scope, limits 
which are not forthcoming. 

See Response R.1 and R.7. The SFEIS Risk Assessment 
(Appendix 11) modeled the release of specific infectious 
disease agents of concern to the community, including 
Ebola virus, monkeypox, Sabia virus, and Rift Valley 
Fever virus.  All prospective research projects are 
reviewed through the IBC.  See Section 5.3 for a 
discussion about the selection of research projects at the 
NEIDL.  

R.27 

11/8/2004 

Shirley Kressel d) it does not consider environmental contamination, 
only individual human infection.  In addition to the 
usual air, soil, and vegetation issues, we are a 
peninsula, surrounded by river, bay, and ocean waters 
the contamination of which could transfer serious 
harm very widely.  e) It does not examine 
transportation-related risks, either in product 
delivery/disposal, nor in emergency escape.  f) It does 

See Response R.7.  The SFRA (Appendix 11) includes 
multiple release scenarios, including a transportation 
accident.  

R.28 
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not consider the risks of terrorist attack, which such a 
facility invites, and the possible collateral damage to 
surrounding neighborhoods. 
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11/9/2004 

Marc Pelletier 1) The assessment of a worst-case scenario release is 
extremely superficial at beast.  RWDI West Partners 
have chosen anthrax as their release organism.  In 
assessing the plume of contamination that would be 
released from the lab, they measure the exposure of 
individuals at a single point at ground level.  A true 
assessment of the exposure must include a 3-D model 
of dispersal in the area, taking into account buildings 
and the presence of people at many elevations 
throughout the plume.  Localized wind patterns may 
lead to concentrations of anthrax spores in discreet 
spots within the neighborhood. 

See Response R.1 and Appendix 11.  

R.29 

11/9/2004 

Marc Pelletier 2) The danger posed to community depends not only 
on the nature of the released organism, but also on 
the health and available healthcare of the resident 
population.  It is known that the population around 
the proposed site suffers abnormally high incidences 
of asthma and other respiratory diseases.  The 
population is also under-insured and may not have 
access to medical care.  These factors must be taken 
into account to get a realistic picture of the risk posed 
by this lab to the neighborhood. 

See Response R.7 and Appendix 11.  

R.30 

11/9/2004 

Marc Pelletier 3) The choice of anthrax as the studied organism does 
not take into account the much greater danger posed 
by a true contagion.  Accidental or intentional release 
of an organism that is spread from person to person 
poses a very different set of very serious health risks.  
This must also be included in a true assessment of a 
worst-case release. 

See Response R.7.  The SFRA (Appendix 11) models 
multiple scenarios of infectious disease release. 

R.31 

11/9/2004 

Marc Pelletier 4) The FEIR does not look at the dangers posed by 
transport of infectious agents through the 
neighborhood going to and from the lab. 

See Response R.7.  The SFRA (Appendix 11) includes 
multiple release scenarios, including a transportation 
accident. 

R.32 



BioSquare Phase II  Supplemental Final Environmental Impact Report 
 

Appendix 4 - Response to Comments on the Final EIR 
A4-25 

Date 
Received Sender Comment Response 

Response 
Number 

Various 

Opposition Form 
Letter 

The FEIR does not include a true or accurate worst 
case scenario.  Instead, the FEIR contains an 
inaccurate and incomplete "worst case scenario" that: 
1) contains serious mistakes in analysis that cause 
significant underestimate of the potentially devastating 
and deadly impact of a release of anthrax from the 
proposed bioterrorism laboratory; 2) fails to perform a 
site-specific release analysis, 3) fails to consider the 
environmental impact of the release; and 4) fails to 
analyze an accidental or intentional release of the 
deadly incurable viruses and toxins other than anthrax 
that may be present in the lab, including select agents 
and toxins that, unlike anthrax, are highly contagious.  
FEIR fails to include a worst case release scenario for 
when a select agent is in transit to the laboratory or 
provide other essential information about the 
transportation of hazardous biological and toxic 
agents to the laboratory.  FEIR fails to include a threat 
and vulnerability analysis for a terrorist attack on the 
laboratory and resulting release of select agents and 
other damages to the surrounding community. 

See Response R.7 and Appendix 11.  

R.33 
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10/22/2004 

Boston 
Environmental 
Hazards Program 

How will public health and safety emergency 
responders be trained equipped and kept informed of 
the locations of Select Agents, Risk Group 3 agents 
and Risk Group 4 agents to protect them from harm 
and to protect the public from the risk of unknowing 
unsafe disturbances of these organism during 
emergency responses? 

BUMC has an excellent working relationship with 
external emergency response agencies.  Appendix 7 
describes the planning, training, and response 
procedures that are in place to provide coordination 
between BUMC and public health and safety 
responders.   

E.1 

10/22/2004 

Boston 
Environmental 
Hazards Program 

How will the public and its regulatory agencies be 
kept informed in detail of the work that will be 
ongoing at the NEIDL, the biohazards present, and the 
biohazard controls and emergency response plans in 
use by the facility for the various projects being 
undertaken? 

See Response E.1. 

E.2 

10/22/2004 

Boston 
Environmental 
Hazards Program 

How would the public be protected from biohazard 
risk resulting from a significant laboratory fire or 
explosion at the NEIDL? 

See Response E.1.   

E.3 

11/5/2004 

Newton 
Department of 
Planning & 
Development 

 Policies and procedures on a regional level to 
respond to a potential release of a deadly agent have 
not been addressed in the FEIR.  The FEIR should be 
revised to describe evacuation strategies and the chain 
of command on a regional level, and to explain how 
regional roads, hospitals, and airports would be 
affected in the event of an emergency.  Emergency 
Evacuation of the building should be discussed in the 
FEIR.  In the event of an emergency, there may not be 
adequate time for the evacuation and/or proper 
decontamination of employees.  The FEIR should be 
revised to analyze how an emergency evacuation 
could take place expediently to ensure employee 

See Response E.1. 

E.4 
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safety, and how such an evacuation would affect 
surrounding communities. 
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11/7/2004 

Helaine Simmonds 
& Cinda Stoner 

In case of an accident at the facility, how will the 
community be notified and in fact will we be notified?  
Will we be quarantined?  Will we be given treatment 
and what is the priority of treatment for the hospital 
and the community?  The FEIR sets out none of this... 
Although in Section 5-5 the proponent talks about a 
disaster plan, we have lived in this community for 
over 20 years and never have we been informed of 
any disaster drill or plan.  When will we find out?  
When the disaster happens?  The proponents should 
be required to lay this out and have practice drills. 

See Response E.1.   

E.5 

10/25/2004 

David S. Mundel 

The efficacy of the emergency response procedures is 
questionable.  It is disturbing to note that the 
proponent states that its emergency procedures "may 
involve the City of Boston" (emphasis added, see page 
5-8). 

See Response E.1.  The appropriate emergency 
response is determined by the type of incident 
encountered.  Coordination of response efforts is 
discussed in Appendix 7.   

E.6 
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11/4/2004 

Cambridge Health 
Alliance (Elliot 
Mishler) 

The FEIR… provides no plan for dealing with the 
environmental and community impacts of such a 
release if it were to take place. 

See Response E.1. E.7 

11/8/2004 Metropolitan Area 
Planning Council 

During an emergency or heightened security, would 
air space, nearby roads and the interstates be affected?  
Have areas around other facilities been restricted or 
shut down for any amount of time?  If the answer to 
either of these questions is "yes" - or even "maybe" - a 
plan must be introduced to cope with such 
circumstances. 

See Response E.1. E.8 
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11/8/2004 Metropolitan Area 
Planning Council 

Additional concerns expressed about security fence, 
evacuation procedures, size of secure area, mitigation 
through emergency preparedness training 

See Response E.1.  E.9 

11/8/2004 Old Dover 
Neighborhood 
Association 

[Makes the following request of the project/city:] A 
known response plan, for both the occupants and the 
surrounding neighborhood, in the event of a problem, 
accidental or otherwise. 

See Response E.1. E.10 
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11/2/2004 Patricia Glynn 
I would like to see…real worst case 
release scenarios from the lab and while 
the hazardous materials are in transport 
to the lab. 

The SFRA (Appendix 11) models multiple release 
scenarios, including a transportation releases 
scenario.   Appendix 7 includes a detailed public 
safety plan as well as Emergency Response and 
Public Safety Measures. 

T.1 
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11/3/2004 

Jessie Partridge The FEIR fails to include a worst case 
release scenario for when a select agent 
is in transit to the laboratory or provide 
other essential information about the 
transport of hazardous biological and 
toxic agents to the laboratory. 

See Response T.1 

T.2 

11/3/2004 

William J. Santoro The FEIR fails to include a worst case 
release scenario for when a select agent 
is in transit to the laboratory or provide 
other essential information about the 
transport of hazardous biological and 
toxic agents to the laboratory. 

See Response T.1. 

T.3 

11/4/2004 

Neighborhood of 
Affordable Housing 

The FEIR fails to include a worst case 
release scenario for when a select agent 
is in transit to the laboratory or provide 
other essential information about the 
transport of hazardous biological and 
toxic agents to the laboratory. 

See Response T.1. 

T.4 

11/4/2004 

Dorothy Woelfel The FEIR fails to include a 'worst case 
scenario' for a chemical agent in transit 
to the lab. 

See Response T.1.  No chemical agents will be 
studied at the laboratory.   

T.5 

11/4/2004 

Miriam Shenitzer The FEIR fails to include a worst case 
release scenario for when a select agent 
is in transit to the laboratory or provide 
other essential information about the 
transport of hazardous biological and 
toxic agents to the laboratory. 

See Response T.2. 

T.6 

11/5/2004 

Phoebe Knopf The FEIR was also gravely deficient in its 
lack of an analysis of a worst case 
scenario in the case of an accidental or 
terrorist release of germs in transit to or 
from the lab.  This deficiency alone 

See Response T.1. 

T.7 
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should be grounds enough to require a 
supplemental FEIR. 
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Date Received Sender Comment Response 
Response 
Number 

11/5/2004 

Watertown Citizens for 
Environmental Safety 

There have been documented cases of 
accidental releases of pathogens during 
transport to laboratories.  The report fails 
to provide information about transport 
of hazardous agents to the laboratory 
and does not describe such a "worst 
case scenario." 

See Response T.1. 
T.8 

11/5/2004 

SafetyNet / Alternatives 
for Community & 
Environment (ACE) 

The FEIR must be required to include an 
analysis of a release when select agents 
are in transit to the laboratory and other 
essential information about the transport 
of hazardous biologic and toxic agents 
to the laboratory. 

See Response T.1. 
T.9 

11/5/2004 

SafetyNet / Alternatives 
for Community & 
Environment (ACE) 

The FEIR fails to contain any assessment 
of a release of a select agent when in 
transit to the laboratory.  Instead, the 
FEIR discusses the protocols it will use 
for shipment of biological materials and 
claims, without any support, that "the 
risk to the community from transport of 
infectious agents or other biological 
derived material is negligible." (FEIR 5-
26).)  That is inconsistent with 301 CMR 
11.07(6)(h) and the Certificate, which 
require the FEIR to "address safety 
considerations related to any transport of 
potentially hazardous biological agents 
to and from the biocontainment facility."  
Simply stating that the risk is negligible, 
without any support whatsoever for that 
statement, does not address the safety 
considerations of what would occur if 
there were a release during transport or 
allow agencies and the public to 
determine whether the level of risk 

See Response T.1. 
T.10 
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Date Received Sender Comment Response 
Response 
Number 

asserted in the FEIR is accurate. 
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Date Received Sender Comment Response 
Response 
Number 

11/5/2004 

SafetyNet / Alternatives 
for Community & 
Environment (ACE) 

Two recent accidents when shipping 
infectious agents show that there is 
indeed a risk to the public from shipping 
and consequently the proponent must 
be required to analyze that risk.  First, 
earlier this year a laboratory accidentally 
shipped live, rather than dead, anthrax 
from Maryland to California.  The 
mistake was discovered only when 
laboratory animals in California died 
from anthrax and the researchers using 
the anthrax found that the dead anthrax 
that they had ordered was alive and 
virulent.  The laboratory shipping the 
anthrax has admitted the error.  Second, 
last year a package containing West Nile 
virus exploded at the Federal Express 
facility in the Port Columbus 
International Airport, Ohio, forcing the 
evacuation from the facility of about fifty 
workers.  Fortunately, no persons died 
from these accidents, but they show that 
there is a real and substantial risk of 
errors in shipping that may put the 
public at risk. 

See Response T.1.   T.11 

11/5/2004 

SafetyNet / Alternatives 
for Community & 
Environment (ACE) 

In addition to the two recent shipping 
accidents, the federal government itself 
has acknowledged the vulnerability of 
shipping biological agents, writing that 
infectious agents such as anthrax may 
pose a security risk in transport and that 
it needs to determine if additional 
federal rules are necessary to assure the 
safety of hazardous materials in transit.  
67 Fed.Reg.157, p.53131 (August 14, 
2002). 

See Response T.1.  Transportation of infectious 
substances will be conducted in accordance with 
all existing and future local, state, federal and 
international regulations, guidance and standards.  
These regulations are discussed in Appendix 7. 

T.12 
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Date Received Sender Comment Response 
Response 
Number 

11/5/2004 SafetyNet / Alternatives 
for Community & 
Environment (ACE) 

Further, the FEIR provides no 
information on designated transport 
routes.  The only references is that "the 
receiving and shipping location(s) for 
select agents will have a designated 
route to and from BUMC and will be 
accessed and egressed to the site only 
by the local highway system 
(presumably Frontage Road)." Yet, the 
Massachusetts Turnpike Authority 
prohibits the transport of hazardous 
materials in all its tunnels, including the 
tunnel under the Prudential Center, and 
the Central Artery, Callahan, Sumner, 
and Ted Williams tunnels. 730 CMR 
7.10.  Hazardous materials are those 
defined and listed in 49 CFR Chapter 1, 
Subchapter C, which include infectious 
materials.  Because designated routes 
are not mentioned in the FEIR, other 
than noting access and egress by the 
local highway system, it is unknown 
whether the project proponent is aware 
of or has considered the prohibition and 
how the routes will be adjusted 
accordingly.  Because vehicular traffic to 
the project site may be primarily from 
Frontage Road, it is essential that the 
public and regulatory agencies are fully 
aware and have the opportunity to 
comment during MEPA review on the 
routes of transport of select agents to the 
site. 

See Response T.1. Appendix 11 includes an 
analysis of a transportation release scenario. 

T.13 

11/5/2004 SafetyNet / Alternatives 
for Community & 
Environment (ACE) 

We request that the recommended 
oversight committee include an analysis 
of risk during transport of biological 
agents to the laboratory and that you 
require a report on transit risks as part of 

See Response T.1. T.14 
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Date Received Sender Comment Response 
Response 
Number 

a Supplemental FEIR. 

11/5/2004 Newton Department of 
Planning & Development 

The lab could be a potential target for 
terrorists, and transportation of 
pathogens and/or waste to and from the 
site pose a risk for the entire 
metropolitan region. 

See Response T.1. T.15 

11/8/2004 Metropolitan Area 
Planning Council 

No issues on the transportation of 
hazardous materials to and from the site 
have been addressed.  The 
Transportation section of Chapter 5, 
Operational, Safety, and Security Issues, 
merely notes that federal regulations and 
protocols are in place and will be 
followed.  Regardless of how safe the 
laboratories themselves are, the 
hazardous materials must be shipped to, 
and eventually away from, the facility 
using the local and regional street 
network.  Since crashes en route and 
even assault on the vehicles are a 
possibility, some discussion of 
containment practices during these trips, 
and hazardous transport issues in 
general, should be included in the FEIR. 

See Response T.1.   T.16 

11/8/2004 Metropolitan Area 
Planning Council 

 While shipment will be according to 
"strict federal guidelines" there is no 
information on how these guidelines 
apply to this specific Boston location.  
For example, in the section on 
packaging, the outer package must 
comply with a "drop test of 1.2 m", and 
"a temperature tolerance range of 40 - 
131 degrees F."  A crash on one of our 
numerous overpasses/bridges could 
result in a fall well over 1.2 meters, and 
the temperature does occasionally fall 

See Response T.1.   T.17 
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Date Received Sender Comment Response 
Response 
Number 

below 40 degrees Fahrenheit here.  
Again, the FEIR should demonstrated 
that the anticipated hazardous materials 
can be safely transported in Boston. 

11/8/2004 Shirley Kressel The FEIR does not examine 
transportation-related risks, neither in 
product delivery/disposal, nor in 
emergency escape. 

See Response T.1. T.18 

11/9/2004 Marc Pelletier The FEIR does not look at the dangers 
posed by transport of infectious agents 
through the neighborhood going to and 
from the lab. 

See Response T.1. T.19 
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APPENDIX 5: RESPONSES TO COMMENTS ON 
THE NOTICE OF PROJECT CHANGE AND 
PHASE ONE WAIVER REQUEST 
This Appendix provides a response to the comments which were submitted to the Secretary 
regarding the filing of the Notice of Project Change and the Phase One Waiver request to the extent 
that they are relevant to the Remand Certificate on the FEIR (the Remand Certificate).   The Remand 
Certificate was issued prior to Boston University’s request for a Phase One Waiver to allow 
operation of the NEIDL at BSL-2 and BSL-3 research levels.  The Proponent requested a Phase One 
Waiver to allow the commencement of BSL-2 and BSL-3 research to commence prior to the 
completion of the Final Supplementary Risk Assessment (FSRA) and the SFEIR.  Comment letters 
pertained primarily to the advisability of issuing a Phase One Waiver in response to the Proponent’s 
request to commence BSL-3 research prior to completion of the FSRA and the SFEIR, and the 
commenter’s desires for EOEEA to hold a public hearing during the MEPA comment period. 

A thorough review of the comment letters submitted following the filing of the Phase One Waiver 
request was undertaken by EOEEA.  Of the 680 letters and cards received, 95 expressed concerns 
or opposition to issuance of the Phase One Waiver.  Of the 585 letters and cards expressing 
support for the issuance of the Phase One Waiver, the majority cited the fact that numerous 
institutions in the Commonwealth and in the city currently undertake BSL-2 and BSL-3 projects 
safely.  These projects are regulated in Boston by the Public Health Commission, a nationally 
recognized leader in regulating BSL-3 laboratories. The facility and the Phase One Waiver request 
received widespread  support from the local and scientific community, as evidenced by the 585 
letters and cards. 

After considering the comment letters received, as well as the information submitted by the 
Proponent, and conferring with  state permitting agencies, the Secretary found that “…the Waiver 
Request for BSL-2 Laboratory research has merit and that the proponent has demonstrated that the 
proposed project meets the standards for all waivers at 301 CMR 11.11(1).”  In addition, the 
Secretary found that “…the potential environmental impacts of Phase I (utilization of BSL-2 
Laboratory research), taken alone, are insignificant.”   The Secretary determined that Research at the 
BSL-3 level could not commence prior to completion of the FSRA and the SFEIR, and the issuance 
of a Certificate on the SFEIR. 

This section also includes copies of individual comment letters, an example of a form letter and an 
example of form cards received. 
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RESPONSES TO COMMENTS 

Table A5-1 presents a list of the individual comment letters received on the NPC and Phase One 
Waiver Request. Table A5-2 provides a response to each comment which is relevant to the Remand 
Certificate and the SFEIR, and meets the requirements of the Remand Certificate on the FEIR in that 
it adds to or differs from the individual comments on the FEIR. Where appropriate, sections of the 
Supplemental Final Environmental Impact Report and its Appendices are cited for reference. 
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Table A5-1:  MEPA Comment Letters  

 Concerns Expressed 

Date 
Received 

Sender Support 
Oppose 
Neutral 

Research at BioSafety 
Levels should not 

commence without 
completion of the 

Final Supplementary 
Risk Assessment and 

full MEPA review 

MEPA 
Public 

Hearing 
Should be 

held 

BU has not 
provided full 
disclosure of 

incidents/ 
communication 

with the 
community 

Location of 
NEIDL 

should not 
be in 

Boston or 
“other” 

8/30/11 Fort Point Associates N     
8/30/11 AICUM S     
8/31/11 Boston Public Health Commission S     
9/1/11 Lynn Klotz O X    
9/1/11 Conference of Boston Teaching 

Hospitals (COBTH) 
S     

9/2/11 Michele Maniscalo O X X   
9/4/11 Caroline Attardo Genco, PhD S     
9/6/11 Associated Industries of 

Massachusetts (AIM) 
S     

9/7/11 Greater Boston Chamber of 
Commerce 

S     

9/8/11 Boston City Councilor Maureen 
Feeney 

S     

9/8/11 Elizabeth R. Simons, PhD S     
9/9/11 Lehigh University  S     
9/9/11 Dana-Farber Cancer 

Institute/Brigham and Women’s 
Hospital 

S     

9/9/11 Harvard University (Office of the 
Provost) 

S     

9/10/11 ALBANY LLC S     
9/12/11 Francisco Tapia S     
9/13/11 Shirley Kressel O X X X  
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 Concerns Expressed 

Date 
Received 

Sender Support 
Oppose 
Neutral 

Research at BioSafety 
Levels should not 

commence without 
completion of the 

Final Supplementary 
Risk Assessment and 

full MEPA review 

MEPA 
Public 

Hearing 
Should be 

held 

BU has not 
provided full 
disclosure of 

incidents/ 
communication 

with the 
community 

Location of 
NEIDL 

should not 
be in 

Boston or 
“other” 

9/13/11 Brigham and Women’s 
Hospital/Harvard Medical School 

S     

9/13/11 Ronald B. Corley S     
9/13/11 Harbor Health Services, Inc S     
9/13/11 Alexis Brubaker S     
9/14/11 Dot Walsh O    Origins of 

Lyme 
Disease 

9/14/11 Gregory A. Viglianti, PhD S     
9/15/11 Boston University Henry M. 

Goldman School of Dental 
Medicine  

S     

9/15/11 Michael Wilson, MD S     
9/15/11 Sandra Silver, PhD S     
9/15/11 Boston University Public Safety 

Department 
S     

9/16/11 Kenney Development Company S     
9/19/11 Boston City Councillors Tito 

Jackson, Felix Arroyo, Charles 
Yancey, Ayanna Pressley 

O X X   

9/19/11 Dr. Kath Hardcastle S     
9/19/11 Karsten Olejnik S     
9/19/11 BU Boston Medical Center S     
9/20/11 Kenneth King O X  X  
9/21/11 Samuel M. Bauer O X X   
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 Concerns Expressed 

Date 
Received 

Sender Support 
Oppose 
Neutral 

Research at BioSafety 
Levels should not 

commence without 
completion of the 

Final Supplementary 
Risk Assessment and 

full MEPA review 

MEPA 
Public 

Hearing 
Should be 

held 

BU has not 
provided full 
disclosure of 

incidents/ 
communication 

with the 
community 

Location of 
NEIDL 

should not 
be in 

Boston or 
“other” 

9/23/11 Jeremy Gruber (Council for 
Responsible Genetics) 

O X  X  

9/23/11 Linda K. Lukas S     
9/23/11 Steven P. Burgay S     
9/26/11 Massachusetts Water Resources 

Authority (MWRA) 
N     

9/26/11 Boston Imaging Core Lab S     
9/26/11 South Boston Community Health 

Center 
S     

9/26/11 Karen Freund, MD MPH S     
9/27/11 Conservation Law Foundation 

(CLF) 
O X X X X 

9/27/11 Spillane & Spillane, LLP S     
9/27/11 Metropolitan Area Planning 

Council (MAPC) 
      N/O X  (for BSL-3 and BSL-4 

Research) 
   

9/28/11 Commonwealth of Massachusetts 
House of Representatives (Charles 
A. Murphy) 

S     

9/30/11 Representative Thomas A. 
Golden, Jr. 

S     

9/30/11 Representative Harold P. 
Naughton, Jr. 

S     

10/4/11 Alliance Detective and Security 
Service, Inc. 

S     

10/4/11 College Bound Dorchester S     
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 Concerns Expressed 

Date 
Received 

Sender Support 
Oppose 
Neutral 

Research at BioSafety 
Levels should not 

commence without 
completion of the 

Final Supplementary 
Risk Assessment and 

full MEPA review 

MEPA 
Public 

Hearing 
Should be 

held 

BU has not 
provided full 
disclosure of 

incidents/ 
communication 

with the 
community 

Location of 
NEIDL 

should not 
be in 

Boston or 
“other” 

10/4/11 Primitiva Tapia S     
10/4/11 MassHousing S     
10/4/11 Kimberly K. Russell-Lucas S     
10/4/11 Pat Augustine S     
10/5/11 Boston University School of 

Medicine & Metropolitan College 
Biomedical Laboratory and 
Clinical Sciences et. al. 

S     

10/5/11 Jian Huan Wu S     
10/6/11 Senator Sonia Chang-Diaz O X    
10/11/11 Seth D. Jaffe         N     
10/14/11 Representative Gloria Fox  O X   X 
10/19/11 Anderson Kreiger, LLP O X  X  
10/20/11 Representative Byron Rushing O X X   
N/A Watertown Citizens for 

Environmental Safety 
O X  X  

Various Form Letters Opposed to Project 
(81) 

O     

Various Form Letters in Support of Project 
(118) 

S     

Various Cards in Support of Project  (421) S     
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Table A5-2:  Response to individual MEPA Comment Letters in opposition to the NPC/Phase One Waiver Request 

  
9/1/11 Lynn Klotz BSL-3 level research should not 

begin until court approves a risk 
analysis. BSL-1 and -2 research is an 
attempt to conduct BSL-3 research.  
 

BSL-3 and BSL-4 research will not be 
conducted until the final Record of Decision 
on the Final Supplementary Risk Assessment 
is issued, and the MEPA SFEIR process is 
completed.  BSL-1 and BSL-2 research is 
differentiated from BSL3 and BSL-4 research 
on many regulatory and procedural levels.  
Please see Appendix 11, Final 
Supplementary Risk Assessment (FSRA). 

01 
 

Allowing stimulant (sic)  studies of 
non-contagious diseases will prove 
nothing, as they cannot mimic a lab 
worker spreading a contagious 
disease outside the lab.  
 
[Attached an NRC article 
documenting escape of SARS virus 
from a worker in a BSL-3 lab.] 

The Culture of Safety and numerous other 
protective measures have been adopted 
specifically to avoid an event where a lab 
worker could spread a “contagious disease” 
outside of the Laboratory. 
 
Studies conducted at the NEIDL are 
subjected to a rigorous screening process, 
which includes public review.  The 
established processes and regulatory 
requirements related to the selection and 
approval of research topics is described in 
the FSRA, and in Appendix 8 of the SFEIR.  
Studies at BSL-2 through BSL-4 must be 
approved by the CDC, Boston Public Health 
Commission and other agencies prior to 
commencement. 

02 

9/2/11 Michele Maniscalo Hazardous nature of the pathogens 
to be studied and the density of the 
population surrounding the lab 
make it extremely risky to grant 
waivers without full review. 
 

A thorough review of this matter has been 
conducted.  The NIH FSRA document 
includes an exhaustive evaluation of the 
potential outcomes of siting the NEIDL in 
less densely populated areas.  See Appendix 
11.The Project Alternatives are also 

03 
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discussed in Chapter 3 of the SFEIR.  
9/13/11 Shirley Kressel BU has a history of laboratory safety 

violations, including the tularemia 
outbreak of 2004 and a history of 
misrepresenting facts about the 
NEIDL project to the community.  

See Response 02 and Response 05 
 

04 
 

 [BPHC report on Tularemia 
outbreak in Boston attached to 
comment letter.] 

BU has incorporated the recommended 
monitoring and oversight, as described in 
the report provided by Ms. Kressel. 

05 
 

 Opposed to BU's efforts to open a 
bio-weapon research facility. 

The NEIDL will not be operated as a 
bioweapons research facility. 

06 

9/14/11 Dot Walsh Origins of Lyme disease need to be 
factored into MEPA’s decision 
about the lab. 

Lyme disease is classified by the CDC as 
BSL-2 research. The EOEEA granted Boston 
University a Phase One Waiver to begin 
BSL-2 research. See Response 02. 

07 

9/13/11 Nancy Seymour Waiver would invite other 
developers to bypass the MEPA 
review process.  Public hearing 
should be held for South End and 
Roxbury communities. 

See Response 01. 08 

9/15/11 Cat Bryant BU has a history of circumventing 
community involvement. 

See Response 02. 09 

9/19/11 Boston City Councillors 
Tito Jackson, Felix 
Arroyo, Charles Yancey, 
Ayanna Pressley 

As the NEIDL is an integrated 
laboratory facility with BSL-1 
through BSL-4 lab spaces, work 
done in non-BSL-4 spaces could 
easily involve much more high risk 
material than would be the case at 
lower level security labs.  BU has 
not provided any specific 
information on its waiver request 
about which pathogens would be 
studied at the NEIDL and what 

The FSRA and the SFEIR include information 
about research that may be conducted at 
BSL-1 through BSL-4 levels.  As mandated by 
Federal and State regulations, as BSL 
categorization increases, so does regulatory 
oversight and disclosure by the laboratory.  
See Response 02. 

10 
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work would be done by various 
labs that it contains. 

9/23/11 Jeremy Gruber, Council 
for Responsible Genetics 

Proliferation of BSL-2 labs does not 
justify a waiver; rather, they pose a 
great hazard due to the fact that 
they employ the largest number of 
researchers of any BSL, conduct 
research on the largest variety of 
organisms and pathogens, employ 
the least stringent training programs 
of any kind of biolab, and do not 
document or standardize their 
working practices.  
 

Federal, State and local regulations govern 
the operation and safety of BSL-2 
laboratories. 
 

11 
 
 
 

Tularemia in question is a Category 
A agent according to the CDC and 
a viable bioweapons agent, having 
been part of the US, Russian, and 
Japanese biological warfare 
programs.   

See Response 02 and Response 05 12 

There have been no assurances 
from Boston University that BSL-3 
research will not take place in BSL-
2 facilities 
 

Boston University will not conduct BSL-3 
research until all permits and environmental 
reviews have been obtained and completed.  
All laboratory spaces will be utilized in 
accordance with these and existing 
approvals and any applicable Federal, State 
and local regulations. 

13 
 

General concern that BU is not 
open about activities and incidents 
at the NEIDL. 

The “Culture of Safety” and many other 
measures implemented to ensure safe 
operation of the NEIDL laboratories are 
described in the FSRA and in the SFEIR.  See 
Response 02. 

14 
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N/A Watertown Citizens for 
Environmental Safety 

The funding for these labs came 
through a program requiring 
research on bio-weapons agents. 

This statement is false.  See Appendix 11, 
and Chapter 2 of the SFEIR for a discussion 
of the history of the funding for the NEIDL 
project. 

15 

9/27/11 Conservation Law 
Foundation 

BU has shown utter disregard for 
environmental and safety 
regulations. 

See Response 02 and Response 05 16 

There has not been a good faith 
effort to produce a valid risk 
assessment. 

The NIH has completed an exhaustive 
Supplementary Final Risk Assessment 
(SFRA).  BSL-3 and BSL-4 research will not 
commence until the MEPA process and all 
other reviews have been completed and 
permits have been issued. 

17 

BU has failed to meet the regulatory 
requirement for issuance of a Phase 
One Waiver. 
 

EOEEA issued a Final Record of Decision 
which approved a Phase One Waiver, and 
allowed research at BSL-2 levels to proceed 
with no further MEPA review. 

18 

The issuance of a Waiver for this 
project contravenes EOEEA’s 
Environmental Justice Policy. 

This notice was published in the 
Environmental Monitor. The comment 
period on the NPC/Phase One Waiver was 
extended.  The MEPA process for the 
BioSquare Phase II NPC/Phase One Waiver 
Request has been consistent with that of 
similar projects in E.J. communities. 
Research at BSL-3 and BSL-4 levels will not 
proceed until all Federal, State and local 
approvals and reviews have been 
completed.   

19 

10/14/11 Representative Gloria L. 
Fox 

Request for a notice of the 
“Supplemental Filing” to be 
published in the Environmental 
Monitor, and an additional 
comment period to commence. 

The MEPA review was extended, and the 
actions were noticed in three separate 
editions of the Environmental Monitor. 
 

20 
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10/19/11 Anderson & Krieger, LLP Concerns with BU attempt to obtain 
an “expedited review through 
rolling submissions. 

See Response 20. 21 

Request for a notice of the 
“Supplemental Filing” to be 
published in the Environmental 
Monitor, and an additional 
comment period to commence. 
 

See Response 20. 22 

10/20/11 Representative Byron 
Rushing 

Concerns with BU’s attempt to 
obtain an “expedited review 
through rolling submissions. 
 
Request for a notice of the 
“Supplemental Filing” to be 
published in the Environmental 
Monitor, and an additional 
comment period to commence. 

See Response 19.  The MEPA review process 
has allowed for considerable public review 
as provided for in the MEPA statutes.   

23 
 
 
 
 
 

09/20/11 Kenneth King General concern that BU is not 
open about activities and incidents 
at the NEIDL, citing cases of 
concealment of the tularameia 
“incidents”. 
 
[Article entitled “Germs Gone Wild 
was attached to Mr.King’s letter.] 

The “Culture of Safety” and many other 
measures which have been and will be 
implemented to ensure safe operation of the 
NEIDL laboratories are described in the 
FSRA and in the SFEIR.  See Responses 02, 
05, 11 and 12. 

24 

 
 
 
 
 



BioSquare Phase II  Supplemental Final Environmental Impact Report 

Appendix 5 - Response to Comments on the NPC and Phase I Waiver Request 
A5-12 

 















AICUMI 
11 Beacon Street 
Suite 1224 
Boston, MA 02108-3093 
617.742.5147 
www.aicum.org 

August 30, 2011 

-

Secretary Richard K. Sullivan, Jr. 

A"C<iation oj Inbprndatl 
C.l1tgts mol U.i ..... ilits 
in l£3utulntltllt 

Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

': CS/\lf20 
..jUG 3 , 

~ 20/1 

il1E'PA 

The Association of Independent Colleges and Universities in Massachusetts (AICUM) 
represents the interests of 60 independent colleges and universities throughout 
Massachusetts, the 250,000 students who attend those institutions and the nearly 
100,000 employees who work at those institutions. Our members include large 
nationally renowned research universities, smaller, highly regarded liberal arts colleges, 
religiously affiliated institutions, and colleges with special missions focused on business 
or music or allied health services. 

As AICUM's president, I write to express our support for Boston University's request to 
permit the National Emerging Infectious Disease Laboratory (NEIDL), which is part of a 
national network of secure facilities that study diseases of major public health concern. 
Construction of the facility located on Boston University's Medical Campus was 
completed in 2008, so it is now time for the research to begin in this $200,000,000 
research facility. 

Boston University's request to open BSL-2 and BSL-3 laboratories for research is both a 
reasonable and responsible approach to the permitting of this research center. There 
are hundreds of BSL-2 labs on the Boston University campus and thousands more 
throughout the Commonwealth. Boston University now operates three of the twenty
three permitted BSL-3 laboratories in the state. 



The City of Boston has strict operating requirements for these labs. The Boston Public 
Health Commission and the public safety departments in the City are extremely capable 
of handling the commissioning and oversight for these laboratories. 

The fact that MEPA has never denied a permit in any of the twenty-three existing BSL-3 
laboratories in the state speaks directly to the issue of public safety of these labs. They 
are safe and Boston University has the proven capability to operate these labs safely 
and securely. 

To further delay the needed research in this state-of-the-art facility is a waste of the 
taxpayers' monies, delays vital research projects and has the potential to cost the 
Commonwealth millions of dollars in grants. For these reasons, and because the NEIDL 
research can save lives and invent cures for deadly infectious diseases, I support the 
waiver application. 

Mr. Secretary, I respectfully urge you to approve the waiver to allow Boston University 
to open the NEIDL for BSL-2 and BSL-3 research. 

Sincerely, 

Ql~ ~~k\ 
----

Richard Doherty 
President 
AICUM, Inc. 
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Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEP A Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, M.A. 02114 

Dear Secretary Sullivan: 

RECEIVED 

AUG 3 120ft 

MEPA 

August 30, 2011 

I am writing to support Boston University's Phase One waiver application to open BSL-2 and BSL-3 

laboratories in the NEIDL building. The NEIDL is well suited to support laboratory research that does 

not involve the use of the BSL-4 Laboratory and Boston University has an excellent record managing 

hundreds of BSL-21abs and three BSL-3 laboratories. 

The Boston Public Health Commission has detailed protocols and permitting processes in place that 

regulate BSL-2 research using RDNA and all BSL-3 and BSL-4laboratories operating in the city. Our 

inspectors are well-trained and our work is coordinated with other city departments, including the Fire 

Department and Inspectional Services. The City of Boston feels confident that our current regulations 

and our coordinated permitting, inspecting, and enforcement practices are sufficient to ensure the 

continued safety of our BSL laboratories. 

We ask that the MEPA process not be used to delay the opening of the BSL-2 and BSL-3 laboratories in 

the NEIDL; these labs should be allowed to open once they have completed the city's permitting 

requirements. Our support for the waiver application acknowledges the vital research that will occur 

in these laboratories and the importance of initiating activity in a building that was designed to allow 

for safe investigations. 

I am happy to review with you our existing regulations and requirements and hope that you will 

approve the waiver to allow Boston University to open the NEIDL for BSL-2 and BSL-3 research . 

Sincerely, 

~c. ~W! 
Barbara Ferrer, Ph.D., MPH, M.Ed 
Executive Director 

OFFICE OF THE EXECUTIVE DIRECTOR 
1010 MASSACHUSETTS AVENUE· BOSTON, MASSACHUSE'ITS, 02118· P: 617-534-5264· F: 617-534-7165· WWW.BPHC.ORG 



Gage. Bill (EEA) 

From: Vallely Bartlett, Maeve (EEA) 
Sent: 
To: 

Tuesday, September 06,2011 11:13 AM 
Gage, Bill (EEA) 

Subject: 
Attachments: 

FW: Boston University·s request to conduct research at the NEIDL 
SARS in the City-Gene Watch published version.docx 

From: Sullivan, Rick (EEA) 
Sent: Thursday, September 01, 2011 10:14 AM 
To: Vallely Bartlett, Maeve (EEA) 
Subject: Fw: Boston University's request to conduct research at the NEIDL 

Let's talk 

From: Lynn Klotz (mailto:lvnnklotz@live.coml 
Sent: Thursday, September 01,2011 08:12 AM 
To: Sullivan, Rick (EEA) 
Cc: Hardaway, Kathleen (EEA) 
Subject: Boston University's request to conduct research at the NEIDL 

To: Secretary Richard Sullivan 
Executive Office of Energy and Environmental Affairs 

rick.sullivan@state.ma.us 

cc: Kathleen Hardaway 
kathleen.hardaway@state.ma .us 

Dear Secretary Sullivan, 

Under no circumstances should the Boston University National Emerging Infectious Disease Laboratory (NEIDL) 
be allowed to conduct BSL3 level research until a risk analysis has been approved by the courts. Personally, I 
doubt that the courts will approve any risk assessment along the lines of TetraTech's assessment currently 
underway. 

I am attaching an article that I recently published on the NEIDL risk assessment attempts. In that article, I 
quote a National Research Council recounting of an escape from a BSL3 laboratory of the deadly and highly 
contagious SARS virus through an infected lab worker. The escape resulted in deaths of people outside the 
laboratory. 

My further concern is the Boston University is trying a back-door way into conducting dangerous BSL3 
research at the NEIDL by petitioning you to allow lower level BSL1/2 research, and (from what I have been 
told) to allow stimulant studies of accidental releases from the laboratory. A release of a non-contagious 
stimulant will prove nothing. For example, it cannot mimic a lab worker spreading a contagious disease 
outside the lab. 

Sincerely yours, 

1 









c:o~2E 
OF BOSTON 
TEACHIN,G" 
HOSPlTALS" I ........• 

11 Beacon Street, Suite 710 
Boston. MA 02108 
Phone: 617-723-6100 
Fax: 617-723-6111 
www.cobth.org 

September 1, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

SEP 22011 

MEP~ 

On behalf of the Conference of Boston Teaching Hospitals (COBTH), I am writing to support 
Boston University's Phase One waiver application to open BSL-2 and BSL-3 laboratories in the 
National Emerging Infectious Disease Laboratory (NEIDL) building. The NEIDL is well suited to 
support laboratory research that does not involve the use of the BSL-4 Laboratory and Boston 
University has an excellent record managing hundreds of BSL-2 labs and three BSL-3 
laboratories. 

COBTH worked closely with the Boston Public Health Commission on its BSL-2, BSL-3 and 
BSL-4 regulations and we are confident that those regulations and protocols, under which our 
hospital laboratories operate, provide the necessary safeguards and reporting procedures to 
ensure the safety of these laboratories. We ask that the MEPA process not be used to further 
delay the operation of the BSL-2 and BSL-3 laboratories in the NEIDL. 

Boston is home to many medical research milestones and the top five hospital recipients of 
National Institutes of Health funding are COBTH-member hospitals. As centers for research, we 
know firsthand the impact that research has on the local and regional economy, but more 
importantly on patients and their families. Boston University's request for a waiver is a 
reasonable approach that will enable critical research to be conducted safely in this state of the 
art facility. It will also send a clear message to the research community that the Commonwealth 
is willing to take the necessary steps to support this research. 

I respectfully urge you to approve the waiver to allow Boston University to open the NEIDL for 
BSL-2 and BSL-3 research. 

B~'li, l~r~L"l nl·i1L"nn~·!-.:'> 7-.1 ... dICII t..·~·nlL"1 B,·~t'.m \t~·llh.:aJ ("~>nkr Brt;.!lt,u1i and W\lmc-n· ... Hl}"pl!al C"amhnd';t' J-k~lJth -\ll:an":l! 
(",llIK:O H,)· Plt,11 " l. "hil.tl..;n"· H\',plldi R,l~ll}ll Dan:l· [;Jrh.:r c.m~"":1 In"!tt,lh.' r ~llI!kn.:r Hly,p:t:ll l. ,jht'~ ("lilll~' \hIS!-.iH,:lllh.:ttS r.~ I! and Lu IHtirn],jr~ 

\1;l,,~a~hll"l..'lh Gl.:lll.!"";!' 1I,'''pllai " "'1 [I!/;L!,.:th', Ml..'th..::t1 \.. ;:nkr rlrli, \1.:..11 ... ·:1.: C ~nh:r \' -\ fh)Sl\ln Hr.:altlh.:me ,,~ .. tcm 



Gage. Bill (EEA) 

From: Hardaway, Kathleen (EEA) 
Sent: Tuesday, September 06,2011 4:42 PM 
To: 
Subject: 

Vallely Bartlett, Maeve (EEA); Gage, Bill (EEA) 
FW: Boston University Waiver Request 

Kathleen Hardawav , 
Executive Assistant to Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental AfTairs 

-' 

100 Cambridge Street, Suite 900 
Boston, MA 02114 
(617) 626-1015 
Email: Katbleen.Hardaway@state.ma.us 

From: Michele Maniscalco [mailto:checkerboardchatter@vahoo.coml 
Sent: Friday, September 02, 2011 3:44 PM 
To: Sullivan, Rick (EEA); Hardaway, Kathleen (EEA) 
Subject: Boston University Waiver Request 

Dear Secretary Sullivan: 

I am writing today because I strongly oppose Boston University's Phase I Waiver Request to open the BSL 1 and 2 labs 
immediately, and to open the BSL level 3 lab without a MEPA review of the completed Supplemental Environmental 
Impact Report. Because of the extremely hazardous nature of the pathogens to be studied and the density of the 
population surrounding the lab site, which hapens to be four blocks from my home, I consider it an unacceptable risk to 
take any shortcuts in the enVironmental impact review. 

Approval of Boston University's waiver request would create a dangerous precedent for developers to bypass the MEPA 
risk assessment process. 

I urge you to deny the waiver request, and I also request that your office hold a public hearing on the Phase 1 Waiver 
request before issuing a draft decision. This hearing should be scheduled at a location and time of day that is 
convenient and accessible to working members of the public, especially those in the affected South End and Roxbury 
communities. 

Yours truly, 

Michele D. Maniscalco 
100 West Concord Street, #4 
Boston, MA 0211 B 
checkerboardchatter@yahoo.com 

1 



September 14, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Su~e 900 
Boston, MA 02114 

Dear Secretary Sullivan, 

ucnvn 
SEP 1 9.2011 

MEP~ 

I am wming to provide my support for the BU NEIDL pe@on to grant a waiver that would 
allow the NEIDL to operate and conduct BSL-2 and BSL-3 research. 

I am currently a Professor in the Department of Medicine, Section of Infectious Diseases and 
in the Department of Microbiology at Boston Univers~ School of Medicine. I am also the 
Director of Research in the Section of Infectious Diseases. I am also the principal investigator 
on several NIH funded research projects focused specifically in the area of infectious 
diseases and the host immune response to these organisms. My academic accomplishments 
are also exemplified by my service on numerous varied and diverse study sections through 
the Center for Scientific Review at the NIH. I have also served as the Chair of the study 
section reviewing the Center of Biomedical Research Excellence (COBRE) grants. The 
COBRE grants support thematic muttidisciplinary centers that augment and strengthen 
instnutional biomedical research. I have also served on numerous special emphasis study 
sections at the InstITute level. I have also reviewed grant applications for diverse national and 
international private foundations in the area of infectious diseases. 

During my tenure at Boston Univers~ I have also served as a member of the Instuitional 
Biosafety Committee (7 years) and as Chair of the IBC for 3 years. In this capacity I 
interfaced with numerous safety committees at BU and BMC, principal investigators, 
scientists, as well as members of the Boston Public Heatth Commission. Thus I feel I am well 
qualified to provide my strong support for this waver. 

Boston University is a major research institute that safely operates 350 BSL-2 and three BSL-
3 labcratories on ~s campus. There is nothing unique or inherently dangerous about BSL-2 or 
BSL-3 laboratories and BU has the expertise to operate these laboratories. 

There are stringent regulations in place for the operation for BSL-2 and BSL-3 laboratories. In 
the case of the BSL-3 labs, the C~ of Boston and the federal government both require 
exhaustive reviews before a laboratory can be commissioned. 

Boston Univers~ has a record of safely operating its BSL-2 and BSL-3 laboratories. Boston 
Public Heatth Commission's Executive Director Barbara Ferrer recently wrote a letter of 
support for the waiver to the EOEEA saying, "The NEIDL is well su~ed to support laboratory 
research ... and Boston Univers~ has an excellent record managing hundreds of BSL-2 labs 
and three BSL-3Iaboratories." 

The NEIDL is a state-of-the-art facil~ that cost $200,000,000, and it is a waste of taxpayers' 
money not to have this facility operating. 



A refusal of the waiver essentially establishes new levels of review that have not been applied 
to existing labs in the Commonwealth. Currently, there are thousands of BSL-3 labs across 
the country. A new review standard would essentially place the Commonwea~h at 
compemive disadvantage against these other labs. 

In closing, I would like to stress that basic biomedical research in the area of emerging 
infectious diseases is essential so that that new cures can be found, and u~imately lives 
saved. 

If I can provide you with any additional information, please don't hesitate to contact me 
at 617- 414-5305. 

Sincerely, 

I (i 
!.(\ t6-A-U-\.L 
,-

Caroline Attardo Genco, PhD 
Research Director Section of Infectious Diseases 
Professor 
Department of Medicine, Section of Infectious Diseases 
Department of Microbiology 
Boston University School of Medicine 
Boston MA, 0211 8 
phone 617-414-5305 
fax 617-414-5280 
Email cgenco@bu.edu 
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Leadership Is our business 

Associated Industries of Massachusetts 
222 Berkeley Street I P.O. Box 763 
Boston. MA 021170{)763 

www.aimnet.orgI617.262.1180 I fax 617.536.6785 

September 6,2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEP A Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

RE: AIM Support of Phase One Waiver - BioSquare Phase II 

Dear Secretary Sullivan: 

SEP 7 ao" 

Associated Industries of Massachusetts (AIM) is the largest employer association in 
Massachusetts. AIM's mission is to promote the well being of its thousands of members and 
their employees and the prosperity of the Commonwealth by improving the economic climate, 
proactively advocating fair and equitable public policy and providing relevant reliable 
infonnation and excellent services. 

I am writing to express AIM's support for Boston University'S request to pennit the National 
Emerging Infectious Disease Laboratory (NEIDL) and, specifically, its application for a Phase 
One waiver under the provisions of301 CMR 11.11 allowing the NEIDL building located within 
the BioSquare Phase II project to be used for laboratory research that does not involve the use of 
the BSL-4 Laboratory. 

Boston University'S request to open BSL-2 and BSL-3 laboratories for research is both a 
reasonable and responsible approach to the permitting of this research center. The City of Boston 
has strict operating requirements for these labs and the Boston Public Health Commission and 
the public safety departments in the City are extremely capable of handling the commissioning 
and oversight of these laboratories. In addition, Boston University is well equipped to operate 
these labs - there are hundreds of BSL-2 labs on the Boston University carnpus and Boston 
University now operates three of the twenty-four permitted BSL-3 laboratories in the state. 

Many of our members operate in biotech, pharmaceutical, life sciences and similar areas. They 
chose Massachusetts because we are one of the leading areas in the world for research and 
innovation and we are horne to world renowned institutions of higher learning, including Boston 
University. The Biosafety Lab will be an important component in this area, complimenting and 
expanding upon all of the work that BU and other universities do on a daily basis. 

Boston I Bridgewater I Burlington I Holyoke I Marlborough I Washington, D.C. 



Secretary Richard K. Sullivan, Jr. 
September 6, 2011 

Page 2 

Further delay of the needed research in this state-of-the-art facility is a waste of the taxpayers
monies, hinders vital research proj ects and has the potential to cost the Commonwealth millions 
ofdoUars in grants. The MEPA process should not be used to delay the opening of the BSL-2 
and BSL-3 laboratories in the NEIDL; these labs should be allowed to open once they have 
completed the city's permitting requirements. IfBSL-3 laboratories are subject to review under 
MEPA, with the attendant delay and uncertainty, Boston could lose further opportunities to 
attract world class companies interested in adding jobs in Boston. 

For these reasons AIM supports Boston University's waiver application. 

Please do not hesitate to contact me if you have any questions. 

Sincerely yours, 

~~C~L 
Ricnard C. Lord 
President and 
Chief Executive Officer 



GREATER BOSTON CHAMBER 

26S FRANKLIN STREET. BOSTON. MA 02110 · ] 1 13 

6 1 7 . 227.-45 0 0 FA X 617 . 227 . 7505 bostonc:hlmber . com 

September 7,2011 

Secretary Richard K. Sullivan, J r. 
Executive Office of Energy and Environmental Affairs 
Attn: :MEP A Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

SEP 9 2011 
Greater Boston 

MEP~ 

On behalf of the Greater Boston Chamber of Commerce, I am writing to support Boston 
University'S Phase One waiver application to open BSL-2 and BSL-3laboratories in the 
National Emerging Infectious Disease Laboratory (NEIDL) building. 

The Chamber has supported Boston University's efforts to launch the NEIDL facility since the 
time of its initial application to the National Institutes of Health, and continues to advocate for 
the commencement of research acti vities at this facility for the following reasons: 

Facility Safety: The NEIDL is a state-of-the-art facility and its laboratories have undergone 
extensive design and review processes in order to allow for safe investigations on infectious 
disease. In addition, Boston University has an excellent record managing hundreds of BSL-2 
labs and three BSL-3 laboratories. 

Strong Regulation: The Boston Public Health Commission has detailed protocols and permirting 
processes in place that regulate BSL-2 research using RDNA and all BSL-3 and BSL-4 
laboratories operating in the city. It is the Chamber's understanding that these stringent 
regulations coupled with coordinated pennitting, inspecting, and enforcement practices are 
sufficient to ensure the continued safety of the city's BSL laboratories. 

Vital Research: Enabling infectious disease research to commence at the NEIDL will hasten the 
development of potentially life-saving therapies and treatments, while helping to solidify Greater 
Boston's reputation as a global center of curting-edge research and development. 



Job Creation - Research activities at the NEIDL will help to support hundreds of local jobs 

ranging including environmental services, lab technicians, scientists and administrative staff, at a 

time of sluggish job growth both locally and nationally. 

The Chamber has long supported and worked for a regulatory climate that promotes research and 
innovation while ensuring public safety and awareness. Maintaining such a balance is critical to 

advancing the region's ability to compete for new life science jobs, public and private 

investment, and partnership opportunities - and to preserving the leadership of Massachusetts' 
world-renowned life science cluster. As such, the Chamber believes that the BSL-2 and BSL-3 

laboratories in the NEIDL should be allowed to open once they have completed the city's 

permitting requirements, rather than subjecting them to a MEPA review process. 

I respectfully urge you to approve the waiver to allow Boston University to open the NEIDL for 

BSL-2 and BSL-3 research. 

Sincerely. 

-f~x:>~-
Paul Guzzi 

President & CEO 



MAUREEN E. FEENEY 

BOSTON CITY COUNCIL 
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September 8, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEP A Office 
Maeve Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan, 

I am writing to express my strong support for Boston University's. waiver request to open 
the National Emerging Infectious Diseases Laboratories (NEIDL). 

Boston University's request to open the NEIDL for BSL-2 and BSL-3 research is both 
reasonable and responsible. Hundreds of laboratories currently operate BSL-2 research 
across the Commonwealth. Boston University not only operates BSL-2 laboratories on 
its campus, but also hosts three of the 24 permitted BSL-3 laboratories in Massachusetts. 
These laboratories are safe and BU has proven itself capable of operating these labs 
safely and securely. 

To this day, MEPA has never required such a review of any of the existing BSL-3 
laboratories in the state. Tbis is a testament to the public safety and security of these 
labs, which is a priority for me as a Boston City Councillor. In fact, the City Council 
passed new legislation in 2006 which requires that every research facility registers its 
laboratories with the City of Boston, and documents its hazardous materials and 
chemicals so that first responders are prepared. With the City of Boston's strict operating 
requirements and under the supervision of the Boston Public Health Commission and our 
public safety departments, I am confident that research in the NEIDL can be conducted · in 
a safe and secure manner. 

DISTRIOT a 
BOSTON CITY HALL, ONE CITY HALL SQUARE, BOSTON, MASSAOHUSETTS, 02201 

617-63:5-3455 FAX: 617-635-3734 Maureen.Feeney@cityofboston.gov 

@----



I would like to see this state-of-the-art $200,000,000 facility put to good use. The 
research that would be conducted in the NEIDL can lead to cures that can save lives. In 
addition, this facility has the potential to bring in millions of dollars in research grants. to 
Boston. I do not want to see these ends jeopardized, which is why I urge you to approve 
the waiver request. 

Thank you. 

DISTEIOT 3 

Maureen E. Feeney 
Boston City Councillor 

BOSTON CITY HALL, ONE CITY HALL SQUARE, BOSTON, MASSACHUSETTS, 02201 

617-635-3455 FAX: 617-635-3734 Maureen.Feeney@cityofboston.gov 







September 9, 2011 

Secretary Richard K. Sullivan, Jr. 

Alan J. Snyder 
Vice President and Associate Provost 
for Res<arch and Graduar. Studies 

305 Sinclair laboratory 
7 AsaDrive 
Bethlehem. Pennsylvania 18015-3128 
61()'7~120 Fax: (610) 758-5810 
... mail: ajs410@Iehigh.edu 
www.lehigh.,du/- inresrch/ind,x.html 

ucnVfl 
Executive Office of Energy and Environmental Affairs 
Attn: MEP A Office 

SEP 13'20" 

Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

\4EP~ 

I am writing as a member of the scientific community to express my support for prompt 
commencement of the very important work of the National Emerging Infectious Disease 
Laboratory (NEIDL). I am presently Vice President and Associate Provost for Research and 
Graduate Studies at Lehigh University. I was previously Interim Vice Dean for Research 
and Graduate Studies at the Penn State College of Medicine. 

Specifically, I am writing in favor of Boston University's application for a Phase One waiver 
under the provisions of 301 CMR 11.11 allowing the NEIDL building located within the 
BioSquare Phase II project to be used for laboratory research that does not involve the use 
of the BSL-4 Laboratory. At a time in which we seek to use every research dollar as wisely 
as possible, and in which emerging infectious disease is among the major threats to human 
life, well being and productivity, it is time for the work to begin in this $200,000,000 
research facility. 

There are 24 BSL-3 laboratories in the Commonwealth of Massachusetts, seventeen of 
which are in the City of Boston and three of which are at Boston University. There are, as 
you know, hundreds of BSL-2 laboratories at BU alone. It is eminently reasonable and 
responsible to begin permit operation of the BSL-2 and BSL-3 laboratories within a 
university, city and commonwealth with such deep experience in, and capacity for, their 
safe and productive operation. I understand that MEPA has previously determined that 
none of the twenty-four existing BSL-3 laboratories in the state posed the kind of risk that 
would warrant MEPA review. Thus, MEPA's own assessment supports the view that 
Boston University has the proven capability to operate these labs safely and securely. 



As a national biomedical and pharmaceutical innovation hub, it makes sense that the 
Boston area would have the concentration of BSL laboratories that it does. In this regard, 
delays and uncertainties are concerning. We depend upon technology hubs as a source of 
the innovations that employ people in productive, societally beneficial work, and we all 
depend upon the products of such work In this regard, uncertainty as to how or whether 
eminently qualified scientists and administrators can obtain permission to operate an 
important laboratory is distressing. 

Mr. Secretary, I respectfully urge you to approve the waiver to allow Boston University to 
open the NEIDL for BSL-2 and BSL-3 research. 

Sincerely, 

yf1./.~ 
D; Ian r. Snyder 



~ DANA-FARBER I nI BRIGHAMAND 
,. CANCE. INSTITUTE ~, WOMEN'S HOSPITAL 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Suliivan, 

itfCnVfl 
SEP 9 20\\ 

"'EPA 

Judy E. Garber, M.D., M.P. H 
Director. Center for Cancer Genetics & Prevention 
Department of Medical Orl:O/ogy 
ProfeSSQ( of Medicine 
Harvard Medical School 

Dana-Farber Cancer Institute 
450 Brookline Avenue 
Boston, Massachusetts 02215·5450 
617.63Z.Z21lZ tel 
617.632.2649 fax 
judY-9aTber~fci .harvard .edu 
www.dana·farber.org 

I am a breast oncologist and clinical cancer geneticist at the Dana Farber Cancer Institute and 
Professor of Medicine at Harvard Medical School. This year, I am president of the American 
Association for Cancer Research, the largest organization of cancer researchers in the world. 

I understand that Boston University is asking the Commonwealth of Massachusetts to grant a 
waiver to allow the National Emerging Infectious Disease Laboratories (NEIDL) to conduct 
BioSafety Level (BSL)-2 and 3 research. 

Hundreds of BSL-2 and BSL-3 labs currently operate safely in the state. A refusal of the waiver 
essentially establishes new levels of review that have not been applied to existing labs in the 
Commonwealth. Currently, thousands of BSL-3 labs exist across the country in universities and 
in industry. A new review standard would essentially place the Commonwealth at competitive 
disadvantage against these other labs. 

Boston University is a major research institute that currently operates 350 BSL-2 and three BSL-
3 labs on its campus. BU has the expertise to operate these labs which are neither unique nor 
inherently dangerous. Stringent regulations govern the operation for BSL-2 and BSL-3 labs. City 
and the federal government both require extensive reviews before a BSL-3 lab can be 
commission. I understand that Boston Public Health Commission's Executive Director Barbara 
Ferrer recently wrote a letter of support for the waiver to the EOEEA, based on BU's exemplary 
record of managing these laboratories. 

The NEIDL is a state-of-the-art facility that cost $200,000,000, and not to have this facility 
operating is a waste of taxpayers' money. Furthermore, research on emerging infectious 
diseases could lead to effective diagnostics and therapeutics and saving lives. 

I fully support a waiver for BU to allow the NIDL to conduct this important research, and 
appreciate your consideration of their application. 

Sincerely, 

!~f·~ 
Judy E. Garber, MD MPH 

N C J DANA-FARBER/HARVARD CANCER CENTER 
~ A Com.pre.bensive Cano:r CcDIm 
_ Designated by !he National Cancer Imtitulc 

Teaching Affiliates 
of Harvard Medical SchoOl 



Massachusetts Hall 
Cambridge, M2ssac.husetts 02138 

September 9, 2011 

Secretary Richard K. Sullivan, Jr. 

HARVARD UNIVERSITY 
Office of the Provost 

Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Re: National Emerging Infectious Disease Laboratories BioSquare Phase II, 
Boston, MA (EOEEA # 12021) 

Dear Secretary Sullivan: 

t.617.496.51()() 
f.617.495.8550 

R£C£IV£D 

SEP 2 J 2Uff 

We are writing in connection with Boston University's proposed National Emerging Infectious 
Disease Laboratory (NEIDL) and, specifically, its application for a Phase One waiver under the 
provisions of 301 CMR 11 .11 allowing the NEIDL building located within the BioSquare Phase 
II project to be used for laboratory research that does not involve the use of the BSL-4 
Laboratory. As the regulatory process continues regarding the proposed full scale program of 
the NEIDL facility, we support the commencement of the more limited but inlportant research 
this waiver application seeks to allow. 

The Boston metropolitan area is populated with the highest density of biomedical research 
laboratories in the country. Therapies that are being administered to patients around the world 
have emerged from the inventive culture created by our unmatched life science cluster here in 
Massachusetts and in Boston specifically. Across Boston, the kind of experimentation BU seeks 
to embark upon with this waiver is being pursued and adding to our basic understanding of 
disease in ways that will improve the lives of citizens around the world for years to come. This 
biomedical research cluster also is a critical economic engine for the greater Boston area and the 
Commonwealth. We fully support adding to this rich research ecosystem the inlportant work 
Boston University is planning for this facility. 

Docket No.: G301l01 IORI 14234 
Doc. No.: 2802467-v6 



Secretary Richard K. Sullivan, Jr. 

ALBANYLLC 
P.O. Box 157 

Wayland, MA 01778 

Executive Office of Energy and Environmental Affairs 

Attn: MEPA Office 

Maeve Vallely-Bartlett EEA No. 12021 

100 Cambridge Street, Suite 900 

Boston, MA 02114 

RE: Support for Waiver Request - "NEIDL" 

September 10, 2011 

QFCnVn 
SEP 15 2011 

MEP~ 

Boston University Biological Research Laboratory, Albany Street, Boston, Massachusetts 

Dear Secretary Sullivan, 

We are writing in support of the application for a waiver by Boston University to be permitted to commence using the 

biological research laboratory they have built on Albany Street in Boston. Our property is located across the street from 

the laboratory, at 535 Albany Street in Boston. We have owned our property for decades and for over a decade served 

on the community review committee for the development of the "Biosquare" project. We support the development of 

the NEIDL building as a part ofthe Biosquare development and would like to see it actively in use by scientists and 

technicians as soon as possible. 

As long-term, active, members of the business community, we were pleased when Boston University obtained critical 

federal funding and community support from all of the research and teaching institutions in the Boston and Cambridge 

area to locate this state ofthe art facility in our neighborhood. 

We view it as a plus that highly trained scientists will be working on treatments for various diseases in a controlled and 

regulated environment designed for that purpose before those pathogens can cause serious epidemics. Boston is one of 

the few areas in the country where the skills, facilities, and education level of scientists are available to do this. This is 

necessary work and our hard-earned tax dollars have been invested in the infrastructure to make this work successful. 

Time is of the essence. Further delays are a waste of our resources and could delay finding treatments for serious health 

challenges. 

We understand that the design of the building includes several levels of laboratories and fully support Boston 

University's proposal to phase in activities in the building so that the bio-safety laboratories at levels 2 and 3 begin 

operations soon while the bio-safety level 4 laboratory completes the process of review and approval by the National 

Institutes of Health Blue Ribbon Panel, the Boston Public Health Commission and the Centers for Disease Control and 

resolves any remaining legal issues . 

. p~e e feel free to, call:;Jus at 508-358-4654 if you have any questions. T~ank ~u for.your consideration. 

, x . ~ 
I ~ f t..{ L-I.:"J- . - t.,... ~ • . L;fJ ,~ /I . ~ 
'1lonnie L. Goi;;e' s Elaine F. Gossels " 





September 13,2011 

Re: Boston Univel1lity laboratory permits 

Richard Sullivan, Secretary 

27 Hereford Street 
Boston, MA 021 15 

Executive Office of Energy and Environmental Affairs 
Via email: rick.sullivan@state.ma.us 

Dear Secretary Sullivan: 

I live in Boston, and my professional training is in both urban design (Master of Landscape Architecture, University 
ofPeCUlsylvania) and public health (Master of Public Health, UCLA). I have long been involved in the BU lab 
issue and continue to be alarmed at BU's efforts to operate the NEIDL laboratories. 

BU has demonstrated repeatedly that it is not to be trusted to prioritize the public welfare in conducting its bio
scientific research. The tularemia outbreak of2004, for example, was due to negligence in safety procedures, as 
reported by the Boston Public Health Commission (see report, attached). Far more alarming, the University's 
concealment of this very serious incident, in violation oflegal reporting requirements, indicates that its self-interest 
outweighs its obligations to the public interest. 

BU has a long record of lab safety violations, and a long history of misrepresentation to the community about this 
project, facts of which you are probably aware. (If you are not, the Roxbury Safety Net group can provide this 
information.) The government would be egregiously imprudent to entrust the community's welfare to an institution 
that has long shown its flagrant disregard for public safety. 

Therefore, I am wring to ask you to reject BU's Phase I Waiver request to open the Level I and 2 labs immediately, 
and to open the BSL3 without a MEP A review of the completed Supplemental Environmental Impact Report. It is 
not surprising that BU wants to evade regulatory review; if it were a responsible institution, it would welcome all 
public oversight to maximize protection. Instead, it has been trying for years to foist a potentially hazardous 
laboratory on a densely populated urban area, with the least amount of regulation and oversight. 

Further, your approval of BU's waiver request would create a dangerous precedent, encouraging other developers to 
skirt the MEP A risk assessment process. 

Before you issue your draft decision on the Phase I Waiver request, I urge that you convene a public hearing, to be 
sure that you hear the comments of the many residents and scientific experts who have studied this issue for years. 
Please schedule the hearing at a time and place that allows community people to attend. 

Sincerely, 

Shirley Kressel 

cc: Kathleen Hardaway 
kathleen .hardaway@state.ma.us 





Report of Pneumonic Tularemia in 
Three Boston University Researchers 

November 2004 - March 2005 

M. Anita Barry, MD, MPH 
Director, Communicable Disease Control 

Boston Public Health Commission 

March 28, 2005 



Forward 
By John Auerbach, Executive Director 
Boston Public Health Commission 

This report gives a comprehensive overview of the 2004 tularemia outbreak at Boston 
University. The issues contained in this report highlight the need for additional City
wide safety measures to prevent the recurrence of such an event. The growth in the 
number of laboratories in the City working with potentially hazardous organisms and 
substances, including the increase in the amount of research involving Select Agents, 
requires new and expanded governmental oversight at mUltiple levels. 

Discussion about how best to achieve the proper level of monitoring and oversight must 
involve officials at the local, state and federal level. However, even while such 
discussions are proceeding, BPHC believes that positive action steps should be 
undertaken at a local level to insure the health and safety of microbiology research 
laboratory workers and the greater Boston community. In the coming weeks and months 
the Commission will do the following: 

I. Develop and implement new mandatory guidelines on the monitoring and 
reporting of occupationally acquired infectious disease illness among 
microbiology research laboratory workers. 

2. Develop and implement mandatory procedures for the public health response to 
reported occupationally acquired infectious diseases. 

3. Identify a public health worker to monitor practices in microbiology research 
laboratories, particularly those working with the most dangerous organisms and 
toxins. 

4. Develop and offer a mandatory educational training for Institutional Biosafety 
Committees, Human Resources, and Occupation Health personnel responsible for 
ID research laboratories 

5. Solicit the input oflaboratory science and infectious disease experts to consider 
specific policy and regulatory changes regarding laboratory operations, including 
but not limited to the criteria for specimen acceptance, periodic verification of the 
organism's virulence, storage, chain of custody, and sharing of specimens with 
other research labs. 

6. Closely monitor the internal progress made at BU to strengthen infection control 
practices in its laboratories. 
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Summary 

In November 2004, three cases of tularemia (1 confirmed, 2 probable) were reported 
to the Boston Public Health Commission (BPHC). All three cases occurred in 
laboratory researchers who believed they were working with the Live Vaccine Strain 
(L VS) of Francisella tularensis, the organism that causes tularemia. The L VS strain 
of F. tularensis is an attenuated form of the bacterium not previously associated with 
human illness. The first two cases became ill in May; the third in September, 2004. 
Laboratory testing by the Centers for Disease Control and Prevention (CDC) in late 
November, 2004 showed that the LVS stock used by the BU researchers was 
contaminated with Type A tularemia, a wild-type, virulent form of the organism. 
Because of their potential for use as bioterrorism agents, Type A and B tularemia are 
classified as Category A agents by the CDC, and their use is restricted to CDC -
approved select agent programs. These programs musi have facilities with appropriate 
safeguards and security in place. An investigation was conducted by the BPHC, the 
Massachusetts Department of Public Health (MDPH), and the CDC. Review of the 
BSL2 laboratory where research was conducted and interviews with research 
personnel revealed inconsistencies in laboratory safety practices, but the source of the 
Type A tularemia has not been identified to date. Outside Boston, the investigation 
into the source of the wild type tularemia is ongoing, and results of additional CDC 
tests and investigations are pending. 
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I. Introduction 

Tularemia is a zoonotic bacterial disease, caused by the bacterium Francisella tularensis, 
a small, gram-negative coccobacillus. Tularemia can have various clinical manifestations 
depending on the route ofintroduction and the virulence of the organism. Primary 
pneumonic tularemia results from inhalational exposure and though uncommon, is 
considered the most severe form of disease with mortality rates as high as 30-60% if 
untreated. Disease onset is abrupt, characterized by fever, chills, malaise, low back pain, 
myalgias, and pleuritic chest pain. The incubation period is 1-14 days, averaging 3-5 
days. Human to human transmission has not been documented.' 

There are two types of F. tularensis: Type A and Type B, distinguished by virulence and 
other biochemical properties. Type A is more virulent than Type B. The live vaccine 
strain (L VS) ofF. tularensis is a Type B, further attenuated strain ofF. tularensis not 
previously associated with human disease. Type A and B F. tularensis are classified as 
select agents by the CDC, which regulates the possession ofbiologicaI agents and toxins 
that have the potential to pose a severe threat to public health and safety. The exception 
to that is the L VS strain of F. tularensis which is not a select agent. Recommendations 
differ regarding the level of laboratory safety practices required when working with 
cultures ofLVS. However, biosafety guidelines mandate that any laboratory work 
involving manipulation of Type A or Type B tularemia be performed using BSL3 level 
precautions. 

On November 10, 2004 the Boston Public Health Commission was notified that three 
Boston University researchers working with tularemia had been ill in 2004, with 
symptoms consistent with pneumonic tularemia. Two became ill in May, and the third in 
September. All three had worked with what they believed to be the live vaccine strain 
(L VS) of tularemia in conjunction with vaccine development research. Subsequent 
serologic testing by the Massachusetts State Laboratory Institute (SLI) confirmed the 
presence of antibodies to tularemia in the three cases, a key step in diagnosis. BPHC 
investigated the implicated laboratory, interviewed laboratory personnel, and reviewed 
research documents and practices related to F. tularensis at the Boston University 
laboratory to determine the source of illness and introduce appropriate control measures. 

II. Initial Plan for Investigation and Control 

A collaborative investigation was conducted by the Boston Public Health Commission 
(BPHC), Massachusetts Department of Public Health (MDPH) and the Bacterial 
Zoonoses Branch of the Division ofVector-bome Infectious Diseases, Centers for 
Disease Control and Prevention (CDC). On November 12, a conference call with 
representatives from Boston University (BU), BPHC, MDPH, the CDC, and the Boston 

I Tularemia as a Biological Weapon: Medical and Public Health Management lAMA 2001285: 2763-2773 
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field office of the Federal Bureau ofinvestigation (FBI) agreed on initial response 
measures, including the following: 

(I) immediate stoppage of all work conducted using tularemia; 
(2) review of research protocols and safety measures in place at the BU laboratory 

where the workers had become ill; 
(3) tularemia specimen submission to CDC for further testing and analysis; 
(4) survey of all available personnel working in the vicinity of the implicated 

tularemia laboratory regarding laboratory practices, illness, and other risk factors 
for tularemia; and 

(5) voluntary serologic testing among laboratory personnel for evidence of tularemia 
infection. 

III. Case Investigation and Surveillance for Other Cases 

Methods 
A BPHC public health nurse interviewed the three reported tularemia cases. Medical 
records for the three cases were obtained and reviewed for clinical information. 
Information collected included presentation of illness, duration of illness, treatment, and 
outcomes. 

To identifY any other potential cases among laboratory workers, BPHC requested that BU 
provide records of absenteeism among workers in the implicated infectious disease 
laboratory. In addition, the Boston University Occupational Health Center monitored 
laboratory workers for any subsequent reports of illness. 

In this investigation, a case was defined according to CDC guidelines: 

Results 

a case is probable if the case is clinically compatible with 
laboratory results indicative of presumptive infection 

a case is confirmed if it is a clinically compatible case with 
confirmatory laboratory results 

All three cases reported working directly with tularemia. Clinical information describing 
disease progression was obtained from health providers, and symptomology was similar 
among cases. All three were treated with antibiotics and recovered. Tularemia infection 
was not diagnosed by any of the treating physicians, none of whom were associated with 
the BU Occupational Health Center. Since tularemia is not transmitted person-to-person, 
secondary cases in laboratory or non-laboratory contacts of the cases were not expected 
and were not found. 
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IV. Epidemiologic Survey 

Methods 
From November 23 to December 9, 2004, all available laboratory researchers and 
personnel working in the vicinity of the 6th floor laboratory where tularemia research was 
conducted were interviewed by the BPHC using a standardized survey. The survey 
included questions on health history, including previous pneumonia and symptom history 
during the time period when tularemia was being manipulated in the laboratory. 
Specifically, personnel were asked if they had developed symptoms consistent with 
tularemia infection for a period of 72 hours or greater between May 1st and November 
15th,2004. Respondents were also asked about possible environmental exposures, travel 
history, including visits to Martha's Vineyard and other areas known to have endemic 
tularemia. Information was also collected on laboratory practices and safety procedures 
when working with F. tularensis, and general laboratory safety measures for all 
laboratory activities. 

Results 
The Infectious Disease Laboratory on the 6th floor of the Evans Biomedical Research 
Building is a site for research conducted by Boston University students, employees, and 
Boston Medical Center clinicians. At the time of the investigation, BU reported that a 
total of 77 people worked on the floor in some capacity. BPHC interviewed 62 
researchers and administrative staff, including all seven of the researchers directly 
involved in the tularemia research. Of the 62 people, 57 voluntarily provided serum for 
tularemia antibody testing. Five individuals declined testing, citing for "no exposure" or 
"personal" reasons. 

None ofthe seven tularemia researchers had traveled to endemic areas between May and 
November 2004, compared to 17% ofthose who did not work with tularemia. Four 
researchers working directly with tularemia reported symptoms. Fever and fatigue! 
malaise were the most common symptoms. Of the four researchers reporting these 
symptoms, three had pneumonic tularemia. The other researcher had a febrile illness 
with serology negative for tularemia. 

Researchers reported performing laboratory activities with a wide range of frequencies. 
Centrifuging was performed more than 16 times per month by 42.6% of the researchers. 
In contrast, 80.9% never lyophilized. 

Survey participants performed various laboratory procedures. Hand tightening or 
loosening screw caps (n=42), centrifuging (n=41) and vortexing (n=40) were the most 
commonly reported activities by the 47 people who worked in the laboratory. The 
objectives of various research projects and the experience of the researcher determined 
specific laboratory activities. There was wide variability in the use of protective 
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equipment and infection control measures. Of the 25 researchers who reported counting 
bacterial colonies, only eight (32%) reported always using a biosafety cabinet to do so. 

The tularemia researchers reported a wide variety of laboratory activities. Eight 
laboratory procedures were performed by all the cases. Due to the small numbers 
involved, illness could not be statistically associated with a specific laboratory procedure. 
However, activities that may have resulted in aerosolization of bacteria were identified 
and performance of these activities prior to onset of illness was reviewed. All three cases 
performed multiple laboratory activities during the course of routine research that may 
have resulted in exposure, including preparation of cultures in broth and on agar, 
counting bacterial colonies on open agar plates, capsule preparation, centrifugation, and 
lyophilization. Chamberlain's media, believed to enhance the virulence of tularemia in 
culture, was used on several occasions. The first two cases became ill in late May, and at 
that time worked with large quantities ofF. tularensis in liquid broth. Both cases reported 
numerous laboratory activities using infectious material at that time, but did not recall 
any specific laboratory accident or spill. The third case, with illness onset in late 
September, reported performing similar activities. This case also reported the use of a 
colony counter examining open plates of F. tularensis cultures outside a biosafety cabinet 
or fume hood. 

V. Serologic Survey 

Methods 
Survey participants were asked to voluntarily provide a blood specimen to assess whether 
they had been infected with tularemia. Blood specimens were collected at the time of the 
surveys and were submitted to the Massachusetts SLI to test for antibody against F. 
tularensis. 

Laboratory criteria for interpreting test results followed CDC guidelines, as follows: 

Results are presumptive positive if an elevated serum antibody 
titer(s) (~1:128) to F. tularensis antigen (without documented 
fourfold or greater change) is observed in a patient with no 
history of tularemia vaccination OR detection of F. tularensis 
in a clinical specimen by fluorescent assay. 

Results are confirmatory when there is isolation of F. 
tularensis in a clinical specimen OR a fourfold or greater 
change in serum antibody titer to F. tularensis antigen is 
observed 
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Results 
Two laboratory workers were identified as probable cases; both had paired convalescent 
serum titers >1:128 and symptomology consistent with pneumonic tularemia. No blood 
samples were available prior to illness for these two cases. One laboratory worker was 
identified as a confirmed case; this individual had blood drawn prior to onset of illness, 
and paired serum showed a four-fold increase in antibody titer, with subsequent samples 
showing titer levels> I: 128. 

Fifty-one non-cases were presumptive negative based on a single serum sample, drawn at 
least two weeks after all tularemia related work in the laboratory was stopped. Two 
additional individuals became ill during the course of the investigation; blood specimens 
for both were negative for tularemia antibody. 

Finally, two researchers in a separate laboratory on another floor in the same building 
were tested because they were identified as having low levels of antibodies to L VS F. 
tularensis using a research assay conducted in August, 2004. This research assay was not 
an approved diagnostic test. Both tested negative for tularemia antibodies at the SU, and 
reported no exposure, having only briefly visited the implicated laboratory to have blood 
drawn. Neither researcher had ever worked with F. tularensis. 

VI. Environmental/Laboratory Inspection 

Methods 
All laboratory space where work with F. tularensis was conducted was inspected by 
BPHC and MDPH officials. On November 19, 2004, health officials inspected the 
laboratory and reviewed physical facilities to assess exposure risks. BPHC requested the 
results of all testing of ventilation, biosafety cabinets, and laboratory equipment. 
Interviews oflaboratory staff were used to assess physical facilities, laboratory activities, 
and other environmental or procedural areas of concern. Finally, all records related to 
shipping, handling, and access to tularemia, as well as all research protocols and actions 
taken by laboratory staff were reviewed. Shipping and handling documents were verified 
when possible through the shipper or receiver, and access to tularemia reagents was 
confirmed using laboratory notebooks and a select agent logbook. 

Results 
Laboratory Overview 
The 6th floor ofthe Evans Biomedical Research Building is a quadrant set-up, with a total 
of four BSL2 laboratories. Separate tissue culture, bacterial culture, and instrument 
rooms, as well as biosafety cabinets, were shared among the four laboratories. Tularemia 
research using animals was conducted on a separate floor in a BSL3 suite. Researchers 
and BU Environmental Health and Safety personnel reported that animals in that 
laboratory were not removed from the BSL3 room prior to euthanizing, and all necropsies 
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and tissue sampling was perfonned in the BSL3 room. All infonnation regarding 
locations where tularemia research was conducted was verified through interviews with 
researchers and an internal BU investigative committee. 

Ventilation and Biosafetv Cabinets 
BU reported no operating problems with the HV AC system, and submitted reports from 
an outside engineering contractor that measured air flow throughout the laboratory, 
verified air flow at each duct and fume hood, and assessed function of intake and exhaust 
systems. No problems were reported. The laboratory used a 100% fresh air supply, and 
had exhaust venting through the roof and an air exchange rate above recommended 
levels. In addition, BPHC Office of Environmental Health confirmed that air flow was 
adequate. 

Environmental Risk 
According to CDC, the L VS strain ofF. tularensis presents only low-grade 
environmental risk for transmission. The bacterium is unlikely to survive for a long 
period in a laboratory outside of culture or stock. Despite the fact that the laboratory 
space was not thought to be contaminated or a source of ongoing exposure, BU reported 
that all equipment in the laboratory had been decontaminated by BU's Office of 
Environmental Health and Safety (OEHS) by November 19, 2004. 

Facilities and Equipment 
The appropriateness of facilities and equipment for laboratory activities being perfonned 
were reviewed. No specific failures of equipment were identified. However, availability 
of fume hoods and biosafety cabinets was very limited. Investigation of procedures that 
may have resulted in exposure was limited by a lack of specific research protocols 
detailing methodology. 

VII. CDC Testing and Investigation 

Methods 
The F. tularensis materials used in research by BU were sent to the CDC for virulence 
testing and additional characterization. Initial testing was conducted during the week of 
November 15 to 19,2004 on two vials of F. tularensis used by BU in research during the 
time period from April-November 2004. These included a sub-cultured stock vial grown 
from F. tularensis received from the University of Nebraska on April 15, 2004, and the 
original vial of F. tularensis received from the University ofIowa on June 3, 2004. Both 
L VS strains had the same American Type Culture Collection (ATCC) number. After 
initial results oftesting by the CDC became available, the original vial received from 
Nebraska was sent to CDC from BU in late December 2004 and tested as well. 

Between November 22, 2004 and January 6, 2005, BU sent and CDC tested all vials in 
BU's possession containing F. tularensis from either the University of Nebraska or the 
University ofIowa. Initial testing was done to assess whether the strain was Type A or 
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Type B, and if Type B, whether the strain was LVS. Mouse inoculation tests were 
performed to determine virulence, and additional testing was done to help further 
characterize the strains. Because many different strains of tularemia exist, CDC 
investigators employed pulse field gel electrophoresis (pFGE) and genomic sequencing 
to attempt to identify specific tularemia strains by comparing them with other known 
isolates. The tularemia strains isolated from BU samples were compared to known 
isolates from the East Coast and Midwest United States, an isolate from an outbreak in 
Martha's Vineyard in 2000, the SCHU-4 isolate, and several others. It should be noted 
that PFGE testing of F. tularensis is in early stages of use, mandating that results be 
interpreted with caution. 

Results 
On November 22, 2004, CDC informed BPHC and MDPH their testing had revealed that 
the original vial from Iowa contained the pure L VS (Type B strain), but that the sub
cultured vial from Nebraska contained both Type A (virulent) and a small amount of 
Type B (L VS) tularemia. On December 3, 2004 CDC reported that the original vial BU 
received from Nebraska also contained both strains, though the amount of Type A present 
was less than in the sub-cultured vial that was initially tested by CDC. 

By January 6, 2005, CDC testing had shown that all materials submitted by BU received 
from the University of Nebraska - including the original vial and the sub-cultured vials
contained a Type A strain of unknown origin. All specimens that BU had obtained from 
the University of Iowa contained pure Type B L VS. 

The Type A strain contaminating the L VS sent from Nebraska was further characterized 
by PFGE. On December 8, 2004 CDC reported results ofPFGE against other known 
Type A isolates, including the SCHU-4 strain, a clinical isolate from an outbreak in 
Martha's Vineyard in 2000 (MV2000), and several known Midwestern and East Coast 
strains (around 20 Type A strains total). Tests showed that the unknown strain from BU 
was distinct from the MV2000 isolate, as well as from all other East Coast isolates tested. 
The unknown strain was indistinguishable from the SCHU-4 isolate and some 
Midwestern strains. Testing by CDC also revealed that a Type A strain present at BU 
prior to receipt of the L VS from the University of Nebraska (ATCC 6223), was distinct 
from the unknown Type A strain (See below). To date, additional testing at CDC has 
been unable to further characterize the contaminating Type A strain found in the L VS 
stock BU received from Nebraska. However, results of additional CDC testing are still 
pending. 

VIII. Review of Laboratory Isolates at Boston University 
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Methods 
To identify possible sources of virulent F. tularensis, BPHC requested that BU provide 
dates of receipt for all shipments ofF. tularensis. In addition to the two L VS strains, 
health authorities requested a description of all other tularemia strains at BU. 

Results 
The Type A strains identified at BU were: 

• SCHU-4, a Midwestern strain, was received by BU from CDC in late August 
2004 

• Two Type A strains were sent from the University ofIowa in September 2004 and 
received by BU in October 2004. 

All three of the above Type A strains (SCHU-4 and two strains from Iowa) 
were handled in accordance with select agent guidelines, including dual
signatory receipt and shipment, secured storage, and video surveillance. 
BU reported that there was no evidence from logbooks or other sources 
that anyone had access to any of these strains since their receipt. 

• Seven vials containing an avirulent Type A strain (ATCC 6223) from research 
conducted in 1990 were discovered during an inventory of the BU laboratory in 
2003. Once identified these vials were reported to the CDC Select Agent program 
and moved into a separate secured freezer. 

No isolates from cases of tularemia cared for at Boston Medical Center were stored or 
worked on in the research laboratory, including isolates from a Martha's Vineyard case 
that had received care at Boston Medical Center. BU reported that the isolate from 
Martha's Vineyard was destroyed in 2000 and never entered a research laboratory. 

CDC investigated possible sources of contamination outside of the BU laboratory, 
including materials at the University of Nebraska laboratory that shipped the LVS 
tularemia to BU. No source has been identified in the investigation to date, and a report 
of CDC findings in Nebraska has not been released. 

A timeline of receipt of all tularemia strains at BU follows. 

Date Type/Strain From To Notes 
2000 Type A, Martha's Clinical Isolated and destroyed in 

clinical isolate Vineyard laboratory 2000 
March 12, 2003 Type A, 6"' floor ID Select Agent Discovered during 

ATCC 6223 laboratory, freezer at inventory; declared to 
BU BU CDC Select Agent and 

moved to secured area 
April 15, 2004 LVS, TypeB University of BU Used in research, 6th floor 

(contaminated) Nebraska ID laboratory 
June 4, 2004 LVS, TypeB University of BU Used in research, 6tn floor 
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Iowa ID laboratory 
August 31, SCHU-4, CDC BU Logged in according to 
2004 Type A select agent protocols, 

transferred to secure area, 
unopened 

October 14, 2 Type A University of BU Logged in according to 
2004 strains Iowa Select Agent protocols, 

transferred to secure area, 
unopened 

IX. Review of Research Related Documents 

Methods 
BPHC obtained documents detailing the research with F. tularensis, including the Nlli 
grant under which all work was conducted, the BU research protocols for work with F. 
tularensis, laboratory notebooks, a chronologic accounting of research, shipping and 
receiving documents for F. tularensis, and other supporting documentation. Documents 
were reviewed for completeness as well as insights as to how infection oflaboratory 
workers and contamination of the F. tularensis may have occurred. Due to the 
implications of work with select agents, documents were also reviewed for any 
indications of protocol and procedural errors. 

The following documents related to research with F. tularensis were submitted by BU 
and reviewed by the BPHC: 

Results 

NJHgrant 
Correspondence between Nlli and BU Re: tularemia grant application 
Institutional Biosafety Committee (IBC) records and approvals 
IRB consent forms for research related phlebotomy and antibody testing 
Laboratory notebooks of the three researchers who were tularemia cases 
Research protocols and methodologies as described by the tularemia cases for 
the periods surrounding their illness 
Shipping and receiving documents 
Invoice for clinical agglutination kit purchased 4/2004 
Research abstracts presented by the tularemia researchers 
Chronological account of all research performed with F. tularensis 

There was no evidence to suggest intentional infection or contamination based on these 
records. Grant-related materials provided investigators with an overview of the research 
performed and the plans for future experiments. Research protocols describing 
manipulations performed by the tularemia cases in the time period surrounding illness 
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were prepared subsequent to illness based on laboratory notebooks and interviews of 
researchers, the principle investigator, and the internal BU investigative committee. 
These protocols revealed laboratory activities during which exposure may have occurred, 
however, no laboratory accidents were identified. 

X. Review of Biosafety Laboratory Procedures 

Methods 
BPHC reviewed all biosafety laboratory procedures, safety training, accident logs, and 
occupational health guidelines for laboratory exposures submitted by BU. Two areas of 
biosafety were reviewed: 

(1) General BSL2 practice 
(2) Select agent handling and practices 

BPHC requested training records for all researchers in the tularemia laboratory and 
reviewed responses related to laboratory activities obtained through the epidemiological 
survey. BPHC also assessed occupational health practices and policies for evaluation of 
potential laboratory exposures and acquired infections, and reporting of communicable 
diseases to BPHC as required by state and city laws and regulations. Select agent storage 
and handling procedures were reviewed as well. Next steps were identified for tularemia 
research to resume. 

Results 
General BSL2 Practice 
If followed, generally accepted BSL2 practices should lessen the risk of acquiring illness 
during the handling of virulent tularemia (Type A). However, researchers cited routine 
failure to comply with safety protocols. For example, researchers noted the lack use of 
personal protective equipment when counting colonies on an open bench. 

All employees had completed BSL2 level training. Of the seven tularemia researchers, 
five had completed BSL3 level training. However, survey responses to questions about 
safety measures actually used in the laboratory varied widely. 

The BU Occupational Health Center policies regarding illness in laboratory personnel 
were reviewed, and requirements for notification of public health agencies were 
emphasized. A delay in reporting illness was in part attributable to the fact that 
contamination of the L VS strains with wild type tularemia was unknown, and the belief 
that L VS did not cause disease. In addition, cases sought medical care at three different 
health care sites without initial involvement ofthe BU Occupational Health Center. 

Select Agent Handling and Practices 
Select agent protocols regarding the receipt and storage of Type A F. tularensis were 
reviewed for the three strains BU knowingly received. Select agents were stored in a 
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separate locked freezer with video monitoring. Receipt required at least two signatures, 
and there was no evidence of any use ofthese materials after they were received. The 
Type A F. tularensis was being stored in storage in anticipation of aerosol challenge 
experiments to be conducted at a later date. Despite stringent guidelines on receipt and 
storage of Select Agents, the BU laboratory did not have a system of laboratory testing in 
place to verify that the organisms being used in research were those that had been 
requested. 

The Boston Public Health Commission identified the following steps to be completed 
before tularemia research resumes at BU: 

I. Retraining 
• BSL3 training for all tularemia researchers, provided by the State Laboratory 

Institute 
• Refresher training on laboratory safety for all other laboratory personnel on 

the 6th floor 
• Retraining on Select Agent requirements for appropriate personnel regarding 

protocols and handling 
• Consultation with BU Occupational Health Center for all workers regarding 

risks, illness reporting requirements, obtaining baseline serum, and 
vaccination as appropriate 

2. Communication 
• IBC and IRC protocols provided to all workers by Principal Investigators - to 

be read and signed as understood 

3. Standard Operating Procedures (SOP) and Infrastructure 
• Modification and strengthening of SOPs by any Principal Investigator who 

conducts work using a BSL2 and/or a BSL3 laboratory, in conjunction with an 
outside expert 

• Updating of SOPs by Principal Investigators for any laboratory activities that 
may cause aerosolization 

• Review of all laboratory equipment by the BPHC Office of Environmental 
Health and Safety, along with Principal Investigators 

XI. Conclusions 

Several conclusions have resulted from this investigation. 

I. At this time, the source of Type A F. tularensis in the BU laboratory remains 
unknown. However, this highly virulent strain of bacteria likely caused the 
illness in all three researchers. Laboratory practices and safety measures used in 
the BSL2 laboratory were inadequate to prevent exposure, and the pathogenicity 
of the Type A strain ofF. tularensis increased the risk of disease. 
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2. The extensive investigation to date has found no evidence to indicate that 
either the contamination of the LVS stock or the infections of the BU 
researchers were intentional. Based on discussions with all parties involved and 
review ofthe laboratory and research records, it is unlikely that BU researchers 
were aware that the L VS stock was contaminated until DNA tests performed in 
October as part ofthe research showed differences between stocks of bacteria that 
should have been identical. 

Testing at CDC continues in the effort to determine the time and place of 
contamination of the original vial. CDC is currently focusing its investigation on 
potential sources of the Type A tularemia outside Boston. The local investigation 
may need to be reopened pending the outcome of further CDC investigation or the 
availability of additional information. 

3. The tularemia outhreak at BU was limited to three BU employees and never 
posed a risk to the public at large. Since tularemia is not transmitted person-to
person, secondary cases in laboratory or non-laboratory contacts of the cases were 
not expected and were not found. Furthermore, epidemiological and serological 
survey of employees working at the lab showed that no other lab workers were 
infected. 

4. The failure to identify work-related illness in laboratory staff is a major 
concern for health officials. BU should have had stronger procedures in place to 
monitor its laboratory personnel. Had such procedures been in place, the cluster 
of suspicious illness in the tularemia lab would likely have been detected earlier 
and the third case may have been prevented. 

5. The failure to immediately report suspicious work-related illness to local and 
state health departments is a major concern. BU should have reported the 
suspect cases of tularemia as soon as they were identified. BU needs to ensure 
that in the future there is a vigilant approach to regular monitoring the health of 
lab workers and to immediately reporting suspicious illnesses among laboratory 
workers to the appropriate governmental authorities. 

6. Appropriate infection control practices in laboratories must be clearly 
documented for all workers and enforced. The BU tularemia laboratory failed 
to consistently utilize adequate precautions when handling and manipulating 
laboratory specimens. A systematic approach to retraining laboratory personnel is 
essential to insure that the required knowledge and skill levels are met and 
maintained. Special attention needs to be paid to the training and monitoring of 
laboratory personnel working with Select Agents. 

7. The BU Institutional Biosafety Committee was not able to ensure compliance 
with appropriate laboratory protocols and procedures. BD should review 
staifmg, resources and designated authority of this critically important body to 
insure it has the means to guarantee maximal safety in the future. 
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We respectfully urge you to approve the waiver to allow Boston University to open the NEIDL 
for BSL-2 and BSL-3 research. 

Sincerely, 

~IN~ 
Alan M. Garber 
Provost 
Harvard University 

Jeffrey S. Flier 
Dean of the Faculty of Medicine 
Harvard Medical School 

Docket No.: G301201 IDRI 14234 
Doc. No.: 2802467-v6 



.. BRIGHAMAND 
.. WOMEN'S HOSPITAL 

Elizabeth G. Nabel, M.D. 
President, Brigham and Women's Hospital 
Professor of Medicine, Harvard Medical School 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan, 

_HARVARD 05 
~ MEDICAL SCHOOL 

Office of the President 
75 Francis Street, Boston, MA 02115 
Tel: 617732-5537, Fax: 617582-6112 
Email: enabel@partners.org 

~fcnVfl 

M[P~ 

I am writing in my capacity as President of Brigham and Women's/Faulkner Hospital to offer my 
full support of the petition to the Commonwealth of Massachusetts. I understand that Boston 
University is asking the Commonwealth of Massachusetts to grant a waiver to allow the National 
Emerging Infectious Disease Laboratories (NEIDL) to conduct BioSafety Level (BSL)-2 and 3 
research. 

Hundreds of BSL-2 and BSL-3 labs currently operate safely in the state. A refusal of the waiver 
essentially establishes new levels of review that have not been applied to existing labs in the 
Commonwealth. Currently, thousands of BSL-3 labs exist across the country in universities and 
in industry. A new review standard would essentially place the Commonwealth at competitive 
disadvantage against these other labs. 

Boston University is a major research institute that currently operates 350 BSL-2 and three BSL-
3 labs on its campus. BU has the expertise to operate these labs which are neither unique or 
inherently dangerous. Stringent regulations govem the operation for BSL-2 and BSL-3 labs. City 
and the federal govemment both require extensive reviews before a BSL-3 lab can be 
commission. Boston Public Health Commission's Executive Director Barbara Ferrer recently 
wrote a letter of support for the waiver to the EOEEA saying, "The NEIDL is well suited to 
support laboratory research ... and Boston University has an excellent record managing 
hundreds of BSL-2 labs and three BSL-3 laboratories." 

The NEIDL is a state-of-the-art facility that cost $200,000,000, and not to have this facility 
operating is a waste of taxpayers' money. Furthermore, research on emerging infectious 
diseases could lead to effective diagnostics and therapeutics and saving lives. 

Sincerely, 

Elizabeth G. Nabel, MD 

~ 
PARTNERS. 



13 September, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

SEP 15 200 

I am writing this letter in strong support for the waiver requested by Boston University to permit 
them to conduct research in the National Emerging Infectious Diseases Laboratories Institute 
(the NEIDL) at BSL-2 and BSl-3. As a long time researcher in the biomedical sciences, I 
understand the need for expanded infrastructure and facilities to carry out research on infectious 
diseases. The significant delay in the risk assessment to permit full opening of the NEIDL has 
hampered the ability to carry out this important research. 

I am fully confident in Boston University's ability to ensure that the work is carried out in a safe 
and secure manner. BU is a major research institute that already safely carries out research in 
hundreds of BSl-2 and three BSL-3 laboratories, proving its ability to ensure safety in NEIDl 
operation. There is nothing inherently dangerous to the public about the work that has been 
proposed to be carried out and, importantly, the NEIDl is a state-of-the-art facility whose design 
surpasses that of existing laboratories in the city. Needless to say, it is a waste not to have this 
facility open and operating. 

I am particularly concerned about calls to refuse the waiver, based on the need to review 
operations in BSl-2 and/or BSl-3 laboratories. The Commonweath of Massachusetts and other 
states do not review such laboratories. A denial of the waiver would set a dangerous precedent 
and chill academic, biotech and pharmaceutical expansion in the state. Such a denial would 
also be counter to the states experience of many years of safe operations of BSL-2 and BSl-3 
laboratories, including those at Boston University. 

I urge you to grant the waiver. 

Yours sincerely, 

!~h 
Ronald B. Corley 
19 Nash lane 
Weston, MA 02493 
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September 13,2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attention: MEP A Office 
Maeve Vallely-Bartlett, EEA #12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

~Ecnvn 

SEP 15 2011 

MEP~ 

I am Nancy Bucken the Executive Director of the Neponset Health 
Center. I am writing·in support of Boston University's request for . . . . 

permission to begin doing BSL-2 and BSL-3 research in the National 
Emerging Infectious Disease Laboratories (NEIDL). Boston 
University already conducts research at this level in many other 
laboratories on their campus, they have a strong track record of safe 
lab operations, and the same regulatory oversight that control BSL-2 
and BSL-3 research everywhere else in the city would also be in place 
to oversee research in the NEIDL. The building has already been 
built. Rather than see taxpayer dollars wasted while a state-of-the-art 
facility sits idle, we think that allowing Boston University to begin 
doing research at these lower biosafety levels is in everyone's best 
interest. 

Sincerely, 12.. L L • ~_ • 

~'--~ \..J \.A...-\....I/UJV\ 

Nancy Bucken, Executive Director 
Neponset Health Center 
398 Neponset Ave 
Dorchester, MA 02122 
617-282-3200 



To: Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Valley-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 
Date: September 8, 2011 
Re: Waiver for Opening of BSL-2 and BSL-3 at Boston University NEIDL 

Dear Mr. Sullivan, 

ucnvn 
SEP 1 S 20" 

"EP~ 

I am the Training Manager for the Boston University National Emerging Infectious Diseases Laboratories 

(NEIOL), and I am writing to you to ask you to approve research at Biosafety Level Two (BSL-2) and BSL-3 

at NEIDL. To give you a brief background, my role at the NEIDL is to design, implement, manage, and 

provide training for all NEIDL employees who work in or around our Biosafety Level Four (BSL-4) facility. 

I also oversee the comprehensive training received by our BSL-2 and BSL-3 researchers and support 

staff, and work closely with our research safety team to ensure the labs are safe and the personnel are 

safely conducting research in our existing non-NEIDL labs around the campus. My experience includes 

time at many BSL-2, BSL-3, and BSL-4laboratories around the United States, and I chose to come to 

NEIDL two years ago because I believed in 1) the mission ofthe NEIDL, which is to research infectious 

diseases, find cures, and save lives, 2) the capabilities of the personnel working here, and 3) the need for 

a facility like this in a metropolitan area, where there is a sophisticated infrastructure and expertise in 

place to support this level of research. I also chose to work here because I believed that the BSL-2s and 

BSL-3s would be open and become operational within a short amount of time, given that there are so 

many others like it within the city limits, including those already at Boston University. 

Boston University is a major research institute that safely operates 350 BSL-2 and three BSL-3 labs on its 

campus. There is nothing unique or inherently dangerous about BSL-2 or BSL-3 labs and BU has the 

expertise to operate these labs. As you know, there are stringent regulations in place for the operation 

for BSL-2 and BSL-3 labs. In the case of the BSL-3 labs, the City and the federal government both require 

exhaustive reviews before a lab can be commissioned. Boston University has a record of safely 

operating its BSL-2 and BSL-3 labs. Boston Public Health Commission's (BPHC) Executive Director Barbara 

Ferrer recently wrote a letter of support for the waiver to the EOEE saying, "The NEIDL is well suited to 

support laboratory research ... and Boston University has an excellent record managing hundreds of BSL-2 

labs and three BSL-3 laboratories." A refusal of the waiver, which is already supported by our local 

regulatory authority (BPHC) essentially establishes new levels of review that have not been applied to 

existing labs in the Commonwealth. Currently, there are thousands of BSL-3 labs across the country. A 

new review standard would essentially place the Commonwealth at competitive disadvantage against 

these other labs. 

Beyond the statistics and facts regarding the stringent regulatory environment and safety record of our 

university, there are other key considerations that are arguably more important when considering 



whether to begin active research at BSL-2 and BSL-3 at NEIDL. The NEIDL is a state-of-the-art facility 

that cost $200,000,000. Beyond the cost of the structure, the building is costing us in other ways. 

Hundreds of thousands of dollars are expended daily, in salaries, supplies, and energy consumption. 

First and foremost, this expenditure is a waste of taxpayers' money every day that the facility remains 

inactive. Further, for every day this facility is dormant, the talented staff we have here consider leaving 

NEIDL, Boston University, and the Massachusetts area to go work at other labs that are actively 

performing research. In the two years that I have been here, we - NEIDL and Massachusetts - have lost 

approximately 10 personnel, (and their families who were working or going to school in Massachusetts) 

for this reason alone. On an individual and universal level, this loss and the knowledge that we may not 

open for an unknown amount of time affects productivity, morale, and impacts the progress we can 

make toward opening all levels of our lab. Therefore, there is a significant added cost in retraining, 

recruitment, loss of knowledge, and the loss of the contributions that these individuals were hired to 

provide in the first place. This loss of personnel and unknown opening date also affects the ability to 

recruit, as our colleagues across the country and world watch what is happening here at NEIDL, unwilling 

to apply and move here, due to the perceived lack of stability and lack of community support. We 

cannot hire the best because the best essentially want to come and work in an active lab, where there 

are guaranteed funding and grant opportunities, and a future. 

If the lab does not open soon, it is deeply saddening to think about what may happen to the people who 

have come here to make this building open; the expense it has cost these people, the community, the 

government, and the taxpayers; and to the people whose lives are affected or cut short every day by 

diseases that we can fight if given the chance. Therefore, on behalf of those mentioned above, and as a 

representative of NEIDL, I appeal to your office to please approve the waiver, which will allow this 

building to operate at BSL-2 and BSL-3 as soon as possible. 

Sincerely, 

Alexis Brubaker 



Gage, Bill (EEA) 

From: Hardaway, Kathleen (EEA) 
Sent: 
To: 
Subject: 

Wednesday, September 14, 20113:41 PM 
Vallely Bartlett, Maeve (EEA); Gage, Bill (EEA) 
FW: The BU Lab 

Kathleen Hardaway 
Executive Assistant to Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 100 Cambridge Street, Suite 900 Boston, 
MA 02114 
(617) 626-1015 
Email: Kathleen.Hardaway@state.ma.us 

-----Original Message-----
From: Dot Walsh [mailto:dwalsh@peaceabbey.orgl 
Sent: Wednesday, September 14, 2011 11:01 AM 
To : sullivan, Rick (EEA) 
Subject: The BU Lab 

Dear Mr. Sullivan, 

I am writing about the proposed lab in the South End. I would ask that you find out the 
origins of Lyme disease (there is a book published)and then make your decision about the lab. 
The People of Massachusetts do not deserve this facility. 

Thank You for your consideration and attention. 

Dot Walsh 

Dot Walsh 
The Peace Abbey 
2 N. Main Street 
Sherborn, MA. 01770-0216 
www.peaceabbey.org 
508-655-2143 
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September 14, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: . 

~Fcnvn 

SEP 15 2011 

I am writing in support of Boston University's request for a waiver that would allow the National Emerging 
Infectious Diseases Laboratory (NEIDL) to begin its work and conduct research at the Biosafety Levels 2 
and 3 (BSL2 and BSL3). 

I am an Associate Professor at the Boston University School of Medicine (BUSM) and my laboratory is 
actively involved in developing novel therapeutics to prevent the transmission of HIV. I have over 25 
years of experience carrying out BSL3 level research and did so at Harvard University, the University of 
Massachusetts Medical School, and BUSM. I have also been the director of a BSL3 laboratory at BUSM 
for the past 15 years. In addition to my BSL3 research experience, I have extensive experience in 
biosafety. I was the Chair of Boston University's Institutional Biosafety Committee for over 4 years. I 
also served as a member of the Boston Public Health Commission Working Group on Biosafety in 
Laboratories and as an ad hoc member of the Oversight Framework Development Roundtable for the 
National Science Advisory Board for Biosecurity (NSABB) . I am currently the Chair of a committee at BU 
that has been charged with developing plans and policies for the university to be in compliance with 
pending regulations that are being developed by the NSABB for the oversight of research with dual use 
potential. 

Given my background and my knowledge of the laboratory and biosafety procedures in place at BU, I am 
confident that research in the NEIDL at BSL2 and BSL3 can be carried out safely. As you know, local 
and federal guidelines and regulations govern research at the BSL2 and BSL3 levels and Boston city 
regulations require that BSL3 laboratories be extensively reviewed before they can be commissioned. 
Consequently, the NEIDL laboratories will be fully vetted before research can begin. 

Given the importance of the research to public health and emerging infectious diseases that will take 
place at the NEIDL, I strongly urge you to approve Boston University's request for a waiver to begin work 
at BSL2 and BSL3. 

Sincerely, 

G"~91i,"H' PhD 
68 Claybrook Road 
Dover, MA 02030 



Boston University Henry M , Goldman 
School of Dental Medicine 
Office of the Dean 

Medical Campus 
100 East Newton'Street, Suite 317 
Boston. Massachusetts 02118-2308 
T 617-638-4780 F 617-638-4490 
jhutter@bu.edu 

September 15, 2011 

Jeffrey W. Hutter. DMD. MEd 
Dean 
Spencer N. Frankl Professor in Dental Medicine 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
AttD: MEP A Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

BOSTON 
UNIVERSITY 

~fcnufl 

SEP 202011 

MEP~ 

I am the Dean and Spencer N. Frankl Professor in Dental Medicine at the Boston University 
Henry M. Goldman School of Dental Medicine which is located on the Boston University 
Medical Campus. 

I received a D.M.D. degree from the University ofPennsylvarria School of Dental Medicine; a 
Certificate in Endodontics from the Naval Dental School, National Naval Medicine Center, 
Bethesda, Maryland; and an M.A. in Education and Human Development from The George 
Washington University. I am a Diplomate of the American Board of Endodontics, a past 
Director of both the American Board of Endodontics and the Board of Directors of the American 
Association of Endodontists, a Past-President of the American Association ofEndodontists, and 
Past-Chair of both the American Dental Association Council on Scientific Affairs and 
Commission on Dental Accreditation. 

I share my scientific credentials with you because I wish to convey my support of the granting of 
waiver that would allow the Boston University National Emerging Infectious Disease 
Laboratories (NEIDL) to operate and conduct BSL-2 and BSL-3 research. As an Endodontist 
and an academic dean, I cannot overstate the importance of the research that will be conducted in 
this facility when the requested waiver is granted. 

As you know, thousands ofBSL-2 and BSL-3 labs operate safely in the United States on a daily 
basis. Boston University alone safely operates 350 BSL-2 and three BSL-3 labs on its campus. 
Boston University is a major research institute that has demonstrated the ability and expertise to 
operate these labs over many years. Should the requested waiver be refused it would indicate to 
the scientific community that a new and unannounced level of review had been established for 
BSL-2 and BSL-3 labs in the Commonwealth of Massachusetts. This undefmed level of review 
would most certainly be a competitive disadvantage for the Commonwealth and ultimately, stall 
the research currently being conducted on emerging infectious diseases and impact finding cures 
and saving lives. 

As you are well aware, there are stringent regulations in place for the operation ofBSL-2 and 



BSL-3 labs and as such, you can and should be confident that Boston University will operate 
these labs in the same expert and safe manner with which it operates all of its other BSL-2 and 
BSL-3 labs. Indeed, the Executive Director of the Boston Public Health Commission Barbara 
Ferrer has stated her support for this waiver noting Boston University's excellent record 
operating BSL-2 and BSL-3 labs. 

As a scientist, I encourage you to allow Boston University to use the NEIDL as requested so that 
important and lifesaving research can be conducted. As a taxpayer, I encourage you to allow this 
facility to be utilized so that this $200,000,000 state-of-the-art facility does not continue to sit 
empty and idle. 

Thank you for your consideration. 

Sincerely, 

~~u:e~d 4:) 
Spencer N. Frankl Professor in Dental Medicine 
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Secretary Richard K. Sullivan, Ir. 
Executive Office of Energy and Environmental Affairs 
Attn: MEP A Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

~ftnVn 
SEP 1 9.20\\ 

I recently completed my clinical training in Neurology at Massachusetts General Hospital and 

Brigham and Women's Hospital. I have now started a fellowship at Boston University 

researching emerging causes of viral encephalitis. The prime motivating factor that drove me 

to pursue this non-traditional fellowship was the unique and extraordinary talent of the people 

recruited to work at the NEIDL as well as the amazing resources for doing cutting edge 

research there. Despite having a young family to support, I passed up jobs that paid 3-4 times 

what I currently make because I feel that the research I can do at NEIDL will make a real 

difference in the lives of the patients to whom I have chosen to dedicate my career, people 

who suffer from the devastating neurologic complications of infectious diseases. In order to do 

this work, I ask that you grant a waiver for NEIDL to conduct BSL-2 and BSL-3 research. 

Temporarily, I am working in a BSL-2 facility literally across the street from NEIDL and 

can't imagine why an entire facility that is as secure and state-of-the-art as the NEIDL should 

lie fallow while permissions regarding BSL-4 work are sorted out. I have a family with 2 

children under the age of two, and I would never pursue work that would endanger their 

health. I truly believe that the practices employed in the facility where I currently work at 

Boston University are safe and thoughtful. I have no reason to believe that this culture of 

safety won't be employed in the NEIDL. Please allow for the lifesaving work that NEIDL 

promises to promote to move forward. 

iill@I/ur>, 
Michael Wilson, MD 

I 



September 15,2011 

Secretary Richard K. Sullivan, Jr. 

Sandra Silver, Ph.D. 
200 Lake Street # 11 

Burlington, VT 05401 
ssilverstark@gmail.com 

Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan, 

ucnVFl 
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MEP~ 

I am writing to support Boston University's petition for a waiver that would allow the National Emerging 
Infectious Disease Laboratories (NEIDL) to operate and conduct Biosafety Level (BSL)-2 and BSL-3 
research. 

I am a virologist and have worked in the biotechnology industry in the Boston/Cambridge area for over 
twenty years. My experience includes working with infectious agents in BSL-2 and BSL-3 laboratories. 
I resided in Boston's South End Neighborhood from 1997 until June ofthis year, when I moved to 
Vermont. While in Boston, I served on the Community Liaison Committee (CLC) for the NEIDL from 
June 2006 through May 2011 and served as Chair of the Committee for the past two years. 

As a scientist and member of the CLC, I am familiar with the types of agents, nature of the research, 
facility requirements and safety regulations for each ofthe Biosafety levels. While serving on the CLC, I 
had several opportunities to tour the NEIDL from top to bottom and, in my opinion, it is a "state-of-the
art" facility in terms laboratory design, safety and security. Controversy and litigation surrounding the 
BSL-4 laboratories have prevented Boston University from conducting ANY research in the NEIDL 
regardless of BSL designation; therefore the NEIDL has remained empty since construction was 
completed in 2008. This seems unnecessary and unfair not only to Boston University, but to the 
taxpayers who paid for the facility and the research community. If there were no BSL·4 laboratories in 
the NEIDL, the facility would be fully operational at this time. There is no logical reason why the BSL·2 
and BSL-3 laboratories should be held to a higher standard of review than the thousands of other BSL-2 
and BSL-3 laboratories throughout Boston, Cambridge and the US. In fact, Boston University currently 
operates several hundred of these laboratories on its campus and has been in full compliance with the 
stringent regulations and oversight procedures that have been established by the local and federal 
authorities. 

I urge you to allow Boston University to open the NEIDL, allowing BSL-2 and BSL-3 research to be 
conducted. Please don't hold the NEIDL hostage while waiting for resolution on the BSL-4 laboratories. 

Thank you. 

Sandra Silver, Ph.D. 
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Dear Mr. Sullivan, MEP~ 

Recently, Boston University submitted a waiver that would allow the National 
Emerging Infectious Diseases Laboratories to operate and conduct BSL 2 and BSL 3 
research. The Public Safety Department at the NEIDL would like to express our 
overwhelming support for this endeavor. All members of the Public Safety Department 
employed at the NEIDL are graduates of the Massachusetts Special State Police 
Academy and as such, we can assure you that the safe operation of our facility is a top 
priority for every member of the NEIDL community. Public Safety has been on the 
premises since the ground breaking of the facility, and staffs the building 24 hours. We 
have witnessed firsthand the progression of the security measures that have evolved since 
the NEIDL's inception. This growth has been both safe and effective. 

Boston University currently manages 350 BSL 2 and three BSL 3 laboratories and 
the majority of the Public Safety Department has extensive experience in maintaining 
access control for those labs. Not only is the NEIDL's state of the art equipment better 
suited for BSL 2 and BSL 3 research than most facilities in New England but the security 
measures we have in place far out weigh those for most research facilities in the entire 
country. From a Public Safety standpoint, we feel confident that access control and other 
site security concerns associated with beginning research would be completely 
unfounded. In addition to those measures already in place, by screening those entering 
the NEIDL perimeter we are able to monitor personnel and communicate with them to 
obtain their feedback so as to continually improve our security policies. As a result, 
Boston University has the experience, means and expertise to safely operate the proposed 
laboratories within the NEIDL. 

Our role as Public Safety within the NEIDL coincides with that of the dedicated and 
talented staff.that would be working within the research laboratories. If the proposal is 
granted, these individuals will be working to benefit a majority of the public by their 
research in the development of vaccines and cures within BSL 2 and BSL 3 labs. We 
recognize our joint commitment to the mission that Boston University has implemented 
to maintain a safe and secure environment for research, and look forward to the 
opportunity of utilizing our skills and training to accomplish this goal. 



Respectfully submitted, 

Boston University Public Safety Officers (N.E.I.D.L) 

Rae Annese 
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Jeffrey Barros Justin Phelps 
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September 16, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, Ma. 02114 

Dear Secretary Sullivan, 

ucnvn 
SEP 1 9_ 2011 

I am writing to voice our support to the Commonwealth of Massachusetts for granting a waiver to 
Boston University Medical Center (BUMC) and the National Emerging Infectious Disease Laboratory 
(NEIOL) to conduct "Biosafety - Level 2 and Level 3" (BSL-2 and BSL-3) research at their newly 
constructed laboratories located on XXX Albany St. on the BUMC campus in the South End of Boston. 

Our company, along with our partners, has invested over 80 Million dollars in different real estate 
endeavors within a block of the NEIDL without a single concern for the facility or BUMC'S ability to safely 
operate the same. In fact, we have always viewed it's presence as positive to our location and to our 
marketing efforts. The increase of management level positions and support staff will only enhance our 
entire neighborhood. 

My understanding is that BUMC currently operates BSL-2 and BSL-3 at other locations on campus, and 
therefore have proven their ability to the same at a more modern, sate of the art; ( NEOL-S ) level 
facility. 

For the last9 years, BUMC has always been upfront and straight forward with their communication as to 
their plans and permitting. This facility has received scrutiny, both locally as well as nationally, and 
continues to answer the "what if" question time and time again. We feel it is time, at the very least; to 
permit BSL-2 research to commence and reserve committing to BSL-3 until NIH has conducted a full 
supplemental risk assessment. 

Thank you in advance for your consideration of this request. 

'\2~~-.~~~ 
Robert E. Kenney 
President 

KENNEY DEVELOPMENTCOMP.\NY INC. 120 FULTO!" STREET. BOSTON. MA 02109·1"26 TEL 617·742·6640 FAX 617-742-0318 
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Secretary Richard K. Sullivan, Ir. 
Executive Office of Energy and Environmental Affairs 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

September 19, 2011 

Re: National Emerging Infectious Diseases Laboratories, 
Boston University MEPA Waiver Request, EOEEA #12021 

Dear Secretary Sullivan: 

We represent Boston City Council Districts 4, 7 and voters citywide. We are writing to 
urge you to deny Boston University's ("BU's") request for a Phase One waiver from applicable 
MEP A regulations in connection with its proposed operation of the National Emerging Infectious 
Diseases Laboratories (the "NEIDL") at Boston University Medical Center. The requested 
waiver would allow BU to open BSL-l and BSL-2 laboratories immediately. It would allow BU 
to open BSL-3 laboratories and conduct research on highly contagious pathogens in the NEIDL, 
all without further MEP A review. The waiver would circumvent judicially-mandated 
environmental reviews put in place in order to ensure that the surrounding communities of 
Roxbury and the South End are not subjected to unnecessary risks associated with conducting 
research on potentially lethal pathogens in densely-populated urban neighborhoods. 

Although BU argues that it would only conduct lower-level research pursuant to this 
waiver, it has always proposed the NEIDL as an integrated laboratory facility with BSL-I 
through BSL-4 lab spaces. Therefore, work done in the non-BSL-4 lab spaces could easily 
involve much more high-risk material than would be the case at other lower-security labs. BU 
has not provided any specific information in its waiver r~quest about which pathogens would be 
studied at the NEIDL and what work would be done by the various labs that it contains. 

BU's waiver request stipulates that no research would proceed at the BSL-3 level until 
the NIH's risk assessment is complete. However, the University has twice failed to meet its 
obligation to prepare an adequate and scientifically credible assessment of the risks associated 



Secretary Richard K. Sullivan, Jr. 
Executive Office of 
Energy and Environmental Affairs 
September 19, 20 I I 
Page 2 

with research on contagious pathogens in the NEIDL. Until we are fully aware of and 
have confidence in the precaution and mitigation measures taken by the university, operations 
should not commence at the NEIDL. 

For these reasons, I ask that you deny the waiver request and retain full jurisdiction to 
review the risk assessment for all labs located in the NEIDL. Such a denial would allow the 
project to receive full MEP A review as has been anticipated by both community members and 
the courts. At the very least, I ask that, should you deem the waiver request to have any merit, 
you hold a public hearing beforehand .. That hearing should be held at a location and time that is 
convenient and accessible to the public, particularly the affected South End and Roxbury 
communities. 

Thank you for your time and consideration. 

Sincerely, 

~-



\tfcnVR 
SEP 1 9.20\1 

Dear Secretary Sullivan 

Dr. Kath Hardcastle 
700 Albany Street 

Boston 
MA02118 

Tel. 617-438-1938 

8th September 2011 

Letter of support for the Commonwealth of Massachusetts to grant a waiver that would allow the 

opening of the BSLi and BSL3 laboratories at the NEIDL 

I am the Clinical Veterinarian for the National Emerging Infectious Disease Laboratories (NEIDL) at 

Boston University. I relocated here from the United Kingdom to take up this exciting and prestigious 

position in June of 2010. Previously I had worked as a Laboratory Animal Veterinarian in Containment 

Level 3 and 4 laboratories in the UK and saw a great opportunity both to bring past experience and 

knowledge to a unique project as well as building significantly upon them. As Boston University already 

operates both ABSL2 and ABSL3labs throughout both its campuses and had been selected by the NIH to 

support a National Bio-containment Laboratory; I felt assured that it was well placed to launch the NEIDL 

as a new facility. The regulatory requirements surrounding research involving animals are exhaustive but 

particularly so at higher containment levels; thus any large establishment of BU's stature able to safely 

operate such laboratories, with an AAALAC accredited animal care and use program and an assured 

select agent program, has proven organizational capacity to establish the NEIDL 

As a foreign professional I have had much to learn regarding the regulations and oversight of animal 

research and laboratories in this country at a local, state and national level. It is not at all clear to me 

however why the NIH risk assessment and legal issues surrounding the opening of a BSL4 laboratory 

continues to impact the use of some 60% ofthe NEIDL building which houses BSL2 and BSL3 laboratories 

and vivaria. It has been important for me to establish contacts with other professionals within my field 

since arriving in the US and I have many colleagues working in containment laboratories in 

Massachusetts and further afield who are similarly puzzled by the current situation and those within 

Massachusetts state that their facilities were not subject to risk assessments by NIH Blue Ribbon Panels 

prior to commissioning. There appears to be a notable discrepancy in the way that BU is being overseen. 

The NEIDL, by its very nature, is already on the world stage and in many ways this sustained delay could 

be seen as embarrassing to BU and indeed the City of Boston that we are unable to bring this facility into 

the light of day due, in the main to bureaucracy. 

The NEIDL is a globally unique building boasting quite remarkable engineering detail, as well as state of 

the art equipment much of which has highly specialized adaptations for use within containment. The 

capital investment of around $200 million now continues to require millions of dollars annually in 

maintenance alone. Meanwhile some 50 uniquely accomplished members of staff from areas of 

scientific expertise to safety not only attempt to maintain their departments but are also still trying to 
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Dear Mr. Sullivan, 

My name is Karsten Olejnik and I am writing to encourage you to grant a waiver for Boston University to 
allow BSL-2 research to be perfonned at the National Emerging Infectious Diseases Laboratories (NEIDL). 
As a way of introduction, I am a German native who moved to Boston to do research on lipid-like 
molecules in the Langer group at the Koch Institute for Integrated Cancer Research at MIT. 

As a member of the Boston research community and as a BSL-2 researcher myself, I can feel frustration 
of my fellow researchers about the inability to conduct scientific research at Boston University. 
Researchers are currently deprived of the state-of-the-art facilities and equipment present at the NEIDL 
that could aid them in the study and development of treatments for important emerging infectious 
diseases. Unfortunately the BSL-2 research facility is tied directly to the deservedly stringent regulations 
and risk assessment associated with getting clearance for BSL-4 research. 

I believe that it is a shame that the NEIDL as a state-of-the-art facility that cost $200,000,000, is not 
operational. Thousands of taxpayer dollars are wasted every day because of expiring warranties and 
service contracts for equipment that is neither in use nor even accessible for research. I do think that in 
these times, where every dollar spent in research is a precious good, you have to allow BU to operate 
this facility. 

The Commonwealth of Massachusetts is one of the prime areas for biomedical and biotechnological 
research. All multinational pharmaceutical companies have at least branch offices in this area. Novartis 
has major research facilities in Cambridge; Sanofi-Aventis has 8000 employees in Massachusetts after 
they acquired Genzyme. Hundreds of start-up companies that are doing biomedical research are 
producing millions of dollars in taxes and employing ten thousands of people. A refusal of the waiver 
essentially establishes new levels of review that have not been applied to existing labs in the 
Commonwealth. Currently, there are thousands of BSL-2 and BSL-3 labs across the country. A new 
review standard would essentially place the Commonwealth at competitive disadvantage against these 
other areas. New start-up companies might not settle here because of the fear of not being able to get 
their labs approved in a reasonable timeframe and companies might not expand their research facilities 
and hire people. This will have a fundamental influence on the tax revenue and the already tight budget. 

Therefore I believe that the ability to conduct BSL-2 experiments at the NEIDL should be considered on 
its own merits against the current standards of safety for such research facilities. Following the rigorous 
metrics already in place for BSL-2 facilities there is no reason why such research should not be allowed 
to be conducted at the NEIDL. In the Boston area there are thousands of BSL-2 laboratories and Boston 
University themselves currently operates hundreds of BSL-2 labs with a strong history of safety. In light 
of these facts I hope that you will grant the waiver to allow BSL-2 work to occur at the NEIDL. 

Karsten Olejnik ~f&nVn 
SEP 1 9_ 2011 
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September 19, 2011 

Sec. Richard K. Sullivan, Jr. 

Boston University School of MedIcine 

Executive Office of Energy and Environmental Affairs 
Attn : MEPA Office 
Maeve BartlettEEA no. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

DANIEL G. REMICK. M.D. 

Chair and Professor of Pathology 
Boston University School of Medicine and 

Bosion Medical Canter 

Department of Pathology and Laboratory 
f.Aedlclne, Medical Campus 
670 Albany Street, 4th Floor 

Boston. MA 0211 &.2653 

T 617-414-7043. F 617-414-7073 

Re: BSL-2 research at the National Emerging Infectious Disease Laboratories 

Dear Sec. Sullivan, 

I am writing to urge you to allow a waiver to conduct biosafety level 2 (BSL -2) research at the 
National Emerging Infectious Disease Laboratories (NEIDL) at Boston University. BSL-2 
research has a very low level of danger. For example, all of the material that pathologists 
receive from patients at the Boston Medical Center are considered BSL-2 specimens. Indeed, 
all specimens sent to pathology laboratories across the United States are is considered to be 
BSL-2 level material. I recognize the need for additional scrutiny in order to conduct the BSL-3 
and BSL-4 research and understand that additional approvals will be required before this 
research may begin. 

However, granting a waiver that will permit BSL-2 to proceed would be highly appropriate use of 
resources at the NEIDL. This superb facility should be opened to help create jobs in a safe 
manner. I have toured the laboratory, both the BSL-2 and the BSL-4. As an active investigator I 
can only describe the BSL-2 facility as state of the art. 

Please grant the waiver to allow BSL-2 work to begin. These outstanding labs should be put to 
use immediately, to further science and maintain Massachusetts's lead as a pioneer in 
biomedical research. 

Sincerely, 
~~brDonldIlmod< 

D . IR . k"" ........................ anle emlC -.-. ..... .Mu.~ 
Dou.20I1D'1.lI nSI ,.,+I"III' 

Daniel G. Remick, M.D. 



Gage, Bill (EEA) 

From: Hardaway, Kathleen (EEA) 
Sent: 
To: 
Subject: 

Tuesday, September 20, 201112:26 PM 
Vallely Bartlett, Maeve (EEA); Gage, Bill (EEA) 
FW: Comments on BU waiver request 

Kathleen Hardaway 
Exec.lltive Assistant to Secretary Richard K. Sullivan, Jr. 
Executive OlTice of Energy and Environmental Affairs 
100 Cambridge Street, Suite 900 
Boston, MA 02114 
(617) 616-1015 
Email: Katblecn.Hardaway@statc.ma.us 

From: Kenneth King [mailto:kennethelw@yahoo.com] 
Sent: Tuesday, September 20, 2011 12:23 PM 
To: Sullivan, Rick (EEA) 
Cc: Hardaway, Kathleen (EEA) 
Subject: Comments on BU waiver request 

Secretary Richard K. Sullivan, Jr, 
Executive Office of Energy and Environmental Affairs 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Comments on National Emerging Infectious Diseases Laboratories, Boston University 
MEPA Waiver Request, EOEEA #12021 

Dear Secretary Sullivan: 

I write to urge you to deny Boston University's request for a Phase One waiver from MEPA 
regulations in connection with its proposed operation of the National Emerging Infectious Diseases 
Laboratories at the BU Medical Center, 

I am the author of Germs Gone Wild: How the Unchecked Development of Domestic Biodefense 
Threatens America (New York: Pegasus, 2001), a book focused on the dangers posed by the vast 
proliferation of high-containment (high-risk) germ labs since 2001, and the discrepancies between 
the safety propaganda of lab promoters and the actual history of such facilities, 

I devote an entire chapter of the book to the BU project, a history which illustrates the book's 
concerns in rather obvious ways. While BU was concealing the tularemia infections of researchers in 
a BSL-2 lab-an incident which Dr. Richard Ebright, Director of the Waksman Institute at Rutgers 
University said "would be impossible for any competently-run microbiology laboratory"-BU 
promoters were hyping their proposed new facilities with slogans like a "submarine in a bank vault." 

1 



That the university deliberately concealed the tularemia incidents while seeking regulatory approvals 
from your office and the city of Boston is inexcusable. That BU and the NIH approached the risk 
assessment process as a mere formality is likewise inexcusable. 

Your Office acted astutely in 2007, when it commissioned the National Research Council to evaluate 
the adequacy of the NIH's latest Environmental Impact Statement. Interestingly, the panel which 
concluded that the assessment's science "was not sound or credible" was significantly composed of 
scientific insiders-people whose institutional affiliations would discourage them from exaggerating 
the risks of any proposed research facility. 

BU's inability or unwillingness to accurately recognize or acknowledge the full panoply of risks makes 
it unlikely that the risks will be adequately mitigated-as occurred, for instance, when the infected BU 
researchers didn't suspect tularemia for months because they "believed" they were working with a 
nonvirulent strain. 

Circumventing the current ongoing reevaluations of the BU project will surely not inspire the 
confidence of local residents (or those of us who watch such matters from afar). Starting research at 
this time will look like a back door into the broad but vague BSL-4 mission which has been 
contemplated for the BU facility from the beginning. 
Starting BSL-3 research at this time seems particularly questionable. BSL-3 research focuses on 
pathogens which may cause ser.ious or lethal disease after inhalation. BSL-3 diseases may differ 
from BSL-4 diseases only to the extent that some possibility of effective treatment exists-if the 
diseases are promptly recognized and accurately diagnosed. 

The Centers for Disease Control have allowed one particularly dangerous sort of research to be 
conducted at something it calls "BSL-3 enhanced." In an incident described in the Epilogue to Germs 
Gone Wild, researchers in a BSL-3 lab in the University of Wisconsin-Madison (following a path blazed 
earlier by the CDC's own researchers) crossed H5Nl bird flu and H3N2 human flu to create multiple 
mutated viruses which are both deadlier than ordinary bird flu (with a 50% mortality rate) 
and directly transmissible between humans. The tularemia which infected BU researchers in 2004-
and was not diagnosed for several months-was not easily transmissible between humans. I hope I 
do not need to explain the consequences had that incident involved one of the new lab-created 
hybrid flu monsters. 

A 2007 report by the Government Accountability Office highlighted the risks posed by the staggering 
proliferation of BSL-3 and BSL-4 facilities and the inadequacies of current regulatory schemes. (The 
proliferation wasn't even being tracked, much less adequately regulated.) Of particular concern were 
the difficulties of training the expected horde of 15,000 new researchers. Those difficulties-along 
with the problems of basic facility maintenanc~an only be exacerbated by the budget constraints 
such facilities will likely face long into the future. 

I am forwarding by separate E-mail an attachment listing accidents which have occurred at mostly 
BSL-3 facilities during the last several years. These include the 2009 death of a University of Chicago 
researcher from the "weakened" plague he was studying, a 2009 Detrick tularemia infection 
reminiscent of the Boston episode, and the SARS exposures and death caused by multiple accidental 
releases from Asian "high-containment" labs in 2003-2004. 
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The citizens of Boston deserve for the risks posed by such facilities to be fully considered. The 
ongoing reevaluation is necessary because, earlier, the risks weren't adequately examined. BU 
should not be allowed to short-circuit that reevaluation now. 

Sincerely, 

Kenneth King 
PO Box 661 
Bloomington, IN 47402 
(812)822-2554 
kennethelw@yahoo.com 
wwvv.germsgonewild.com 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

iN N ET H .K I N G 

flA superb guided tour of 
the demented world of 
twenty-first century 
bioweapons research in 
America~-Ed Hammond. 
The Sunshine Project 

"A chronicle of the 
development of America's 
largely unseen biodefense 
infrastructure . .. 
intriguing . .. the author 
combines meticulous 
research, an often flippant 
style, and unshakable 
faith. "-Publisher's 
Weekly 

GERMS GONE WILD SPECIAL: GERM LAB INCIDENTS FROM AROUND THE 
COUNTRY, BY STATE 

The first column indicates the state impacted or implicated, the second column the page number 
on which the incident is discussed in GERMS GONE WILD. Incidents cited only in the 2007 
Associated Press review of CDC accident reports leaked to the AP are referenced as "AP." A 
link to the AP tabulation is provided at the GERMS GONE WILD website at 
www.germsgonewild.com. under "Resources." 

The details of many incidents discussed in GERMS GONE WILD were originally derived from 
the AP and the archives of the Sunshine Project at www.sunshine-project.org. Most ofthese 
incidents would be unknown to the public ifnot for the work of these two organizations. Given 
the secrecy prevalent in biodefense research, they likely represent only "the tip ofthe iceberg." 

This secrecy is exacerbated by the failure of the National Institutes of Health to enforce its 
Institutional Biosafety Committee (IBC) guidelines-supposedly an important part of the 
government's minimal regulatory schemes. (See Chapters Ten and Fifteen of GERMS GONE 
WILD.) The date given for most such IBC incidents is 2004-because that's the year The 
Sunshine Project identified the problems in its thorough survey ofIBCs: Mandatefor Failure: 
The State of Institutional Biosafety Committees in an Age of Biological Weapons Research, 
available at www.sunshine-project.org/biodefense/tspibc.pdf.Ilist here only the incidents 
discussed in GERMS GONE WILD. We can assume that most of the IBC problems identified in 
2004 continue to exist. 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

This material may be reproduced, partly or in its entirety, provided credit is given as follows: 
"This information was taken from the website www.germsgonewild.com/accideots.php. 
and compiled by Kenneth King, GERMS GONE WILD: How the Unchecked Development 
of Domestic Biodefense Threatens America (New York: Pegasus, 2010), using information 
published by tbe Sunshine Project, Associated Press, and other news sources." 

STATE GGWpp. 

AL (+CA, NC, MD) 126 

AI, 

CA 

co 

CT 

DE 

AP 

34 

99 

126 

141 

211 

216-217 

220 

AP 

140 

AP 

AP 

447-450 

AP 

223 

INCIDENT 

Live anthrax mailed by Southern Research Institute to 
Oakland Children Hospital's Research Institute. (2004) 

Flagstaff: Missing vial anthrax. (2005) 

Berkeley: RM spotted fever mistakenly 
handled as though less harmful pathogen. (2005) 

Court rules Lawrence Livermore environmental review 
inadequate. (2006) 

Oakland Children's Hospital experiments with live anthrax, 
believing it to be deadened. (2004) 

San Diego: Power outage during valley fever necropsy. 
(2004) 

U Cal Davis conceals research monkey escape. (2004) 

Allergan (botulinum mfg.) no Institutional Biosafety 
Committee (IBC). (2004) 

Institute for Genomic Research: No functional IBC. (2004) 

Cypress: Missing brucella. (2005) 

CDC at Fort Collins: Safety violation with Russian spring
summer virus. (2004) 

Fort Collins: Worker drops plate of plague. (2006) 

Fort Collins: Venezuelan equine encephalitis exposure. 

Groton--Safety problems at Pfizer. (1995-2004) 

New Haven, Yale: Missing Q fever. (2004) 

Univ. of Delaware: IBC problems. (2004) 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

STATE 

FL 

GA 

m 

IA 

IL 

GGWpp. 

217 

37-39 

66-69 

147 

163-164 

165-169, 
221 

220-221 

226 

228 

138 

AP 

138-139 

34 

141 

AP 

34 

INCIDENT 

Midwest Research Institute--no me. (2004) 

Total power loss in new CDC labs; denial of info to public 
and Atlanta Journal-Constitution. (2007) 

Georgia State BSL-4 faulted by GAO for inadequate 
perimeter security. (2008) 

Univ. of GA BSL-3 lab: mechanical failures cause leakage 
of thousands of gallons of animal waste; facility tries to 
conceal from university authorities and the public. (2008) 

CDC experiments combining bird flu with human flu, 
creating forms of bird flu directly transmissible between 
humans. (2004-?) 

Athens: The Southwestern Poultry Research Center, a 
BSL-3 facility, helps recreate the extinct 1918 flu. (2002?-
2005?) 

Atlanta-Emory University: Nonfunctional mc. (2004) 

CDC denies info requests of Sunshine Project. (2005-
present) 

Univ. ofGA: Nonfunctional mc. (2004) 

CDC: Missing Q fever. (2005) 

Atlanta: Lab worker infected with brucella. (2004) 

Major problems with records and inventory of germ 
samples. (2007) 

Univ. ofIowa: Unauthorized experiments to create 
antibiotic-resistant forms of tularemia. (2005) 

Ames, National Animal Disease Center: Wastewater pipe 
leaks. (2006) 

Ames: Brucella exposures. (2006 & 2007) 

Chicago: Univ. Illinois at Chicago BSL-3 lab props open 
doors (the hell with "containment"-germs need fresh air 
too.) (2004) 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

STATE 

u.,cont. 

IN 

KS 

KY 

LA 

MA 

MD,DC 

GGWpp. 

150 

211 

223 

Throughout. 
(2006-
present) 

AP 

225 

AP 

375 

INCIDENT. 

Univ. of Chicago researcher dies from weakened version of 
the plague. (2009) 

Southern Research Institute (which shipped live anthrax to 
Oakland Children's Hospital) managing Argonne National 
Laboratory. (2004- ) 

Indiana University: Denial of public access to IBC minutes. 
(2004) 

Little or no actual select agent experience, but a co
conspirator with the Department of Homeland Security in 
creating a fairy-tale lab, "The NBAF in Wonderland," or 
"We're Off to See the Wizards." Propaganda still in full 
flourish; actual accidents must await actual lab operations. 

Univ. ofKY: Plague exposure. (2006) 

Tulane IBC problems. (2004) 

Univ. LA: Brucella exposure. (2006) 

Boston University conceals tularemia infections of three 
researchers. (2004-2005) 

383 National Research Council slams NllI environmental 
impact statement for Boston Univ. BSL-4lab. (2007) 

AP Grafton, Tufts--Probable botulinum exposure. (2006) 

AP Lexington: Missing anthrax. (2004) 

AP Jamaica Plain: Glanders bacteria missing. (2003) 

34 NllI-Bethesda: Failure of steam valve in biological waste 
treatment tanks. (2004) 

6 MUltiple headlines about contaminations, releases, and 
other safety failures at USAMRlID, Fort Detrick. (2000-
2006) 

94 CIA experiments slipping LSD into drinks of American 
bioweapons researchers. (l953) 

126 Detrick exhaust fan left off. (2005) 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

STATE 

MD, DC, cont. 

MI 

MO 

GGWpp. 

220 

336 

337 

337-340 

354-355 

452-453 

AP 

AP 

AP 

AP 

AP 

AP 

AP 

AP 

AP 

AP 

127 

INCIDENT 

Rockville, Institute for Genomic Research: Nonfunctional 
mc. (2004) 

Detrick-glanders infection; anthrax releases; chemical 
dump. (2000,2002,1991-2004) 

Over 100 vials of live bacteria found in Detrick 
dump. (2003) 

Detrick-security and inventory problems, including 
discovery of 9,000 uninventoried germ samples. 
(1992-2009) 

Tularemia infection of Detrick researcher goes 
undiagnosed for over two weeks. (2009) 

Maryland State Police's surveillance (aided by DHS) of 
Barry Kissin, a Frederick, MD atty. and prominent critic of 
USAMRIID biodefense facility. (2005-2008) 

Detrick--Ebola exposure? (2004) 

Frederick, Southern Research Institute: Anthrax exposure. 
(2004) 

Walter Reed: Improper disposition tularemia germs. 
(2004) 

Walter Reed: Shipping discrepancy tularemia. (2005) 

Walter Reed: Possible plague exposure. (2005) 

Walter Reed: Plague exposure. (2005) 

Walter Reed: Water supply leak in plague lab. (2006) 

Rockville: Bird flu exposure. (2007) 

Royal Oak: Valley fever, brucella exposures. (2006) 

Troy, BioPort: Possible anthrax exposures. (2006) 

Kansas City, Midwest Research Institute: Leaking anthrax. 
(2005) 

140 St. Louis, Washington Univ.: Employees enter plague lab 
with no protective garb. (2004) 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

STATE 

MO, cont. 

MS 

NC 

NJ 

NM 

GGWpp. 

177-178 

INCIDENT 

Univ. st. Louis: Researcher Mark Buller deliberately 
breeds mousepox (close relative of smallpox) which 
defeats existing vaccines and antibiotics. (2003) 

217 Kansas City, Midwest Research Institute--no IBC. (2004) 

AP Kansas City--Missing anthrax. (2004) 

AP Kansas City, Midwest Research Institute: Missing 
tularemia. (2004) 

126 U Miss: Grad student breaks anthrax flask. (2007) 

AP Hamilton: Q fever centrifuge leaking. (2005) 

34 Chapel Hill: Exhaust fan fails in BSL-3 lab. (2005) 

225 NC State--IBC problems. (2004) 

227 Alpha Vax--IBC problems. (2004) 

228 East Carolina--IBC problems. (2004) 

228 UNC--IBC problems. (2004) 

Lenoir, Greer Labs: Missing plague. (2004) 

AP Probable exposure VEE virus (2004) 

136 Newark, Public Health Research Institute: Plague-infested 
dead mice go missing. (2005) 

138 Live plague-infested mice go missing. (2008) 

AP Trenton: Anthrax inventory discrepancy. (2006) 

AP Newark: Missing glanders. (2006) 

AP Newark: Missing anthrax. (2006) 

127 Los Alamos: Unauthorized shipment of anthrax from 
Northern Arizona Univ. (2001) 

140 Notebook (presumably contaminated) removed from 
monkeypox lab. (2006) 

217 Albuquerque, Lovelace Respiratory Institute: No IBC until 
2008. (1970s-2008) 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

STATE 

NM,cont. 

NY 

OR 

OK 

PA 

SC 

TN 

GGWpp. 

AP 

AP 

4, 15-26 

34 

220 

220 

165-169, 
22l. 

223 

451-453 

139 

173-175 

220 

AP 

AP 

AP 

AP 

138 

AP 

227 

AP 

127,218-
220 

INCIDENT 

Albuquerque: Lab workers bitten by plague monkeys. 
(2006, 2007) 

Albuquerque: Staphylococcus missing. (2003) 

Review of major problems at Plum Island. (l954-present) 

Albert Einstein College of Medicine: TB exposure 
involving Madison Aerosol Chamber. (2005) 

Plum Island: No mc meetings after DHS takeover. (2004) 

Rockefeller University: No functional me. (2004) 

Mt. Sinai School of Medicine: 1918 flu recreation. (2002?-
2005?) 

NY State Dept. Health: Inactive me. (2004) 

Buffalo: Prosecution of art professor and genetic 
modification critic Steven Kurtz as a "bioterrorist." (2004-
2008) 

Columbus: Explosion of package containing West Nile 
virus at FedEx facility. (2003) 

Meridian Bioscience accidentally ships 1957 flu to over 
6000 labs in 18 countries. (2004-2005) 

Columbus, Battelle: No mc minutes. (2004) 

Columbus, Battelle--Inventory discrepancy staphylococcus. 
(2004) 

Toledo: Researcher infected by valley fever. (2004) 

Columbus, Battelle: Missing botulinum. (2005) 

Columbus, Battelle: Bird flu exposure. (2007) 

Stillwater: Tularemia-infected mouse goes missing. (2006) 

Scranton: Brucella inventory discrepancies. (2003) 

Univ. SC-University operating sham me. (2004) 

Irmo, Univ. SC: Missing anthrax. (2006) 

Oak Ridge: Unauthorized anthrax work; multiple safety 
violations in conducting the research. (1998-2004) 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

STATE 

TX 

UT 

VA 

WA 

GGWpp. 

28-37 

66-69 

222 

231 

231-232 

233 

394-395 

396-402 

402-408 

128 

290-311 

AP 

AP 

AP 

AP 

AP 

AP 

30 

INCIDENT 

Texas A&M: Discovery of unreported researcher infections 
and exposures by the Sunshine Project leads to CDC 
investigation, discovery of biosafety train wreck, and 
shutdown of select agent research. (2006-2007) 

San Antonio: GAO faults perimeter security at Southwest 
Foundation, "private" BSL-4 lab. (2008) 

San Antonio, Southwest Foundation: IBC problems. 
(2004) 

Southwest Foundation--Sunshine Project files complaint 
for failure to comply with Nlli public access provisions. 
(2004) 

U Texas-Austin: Bird flu centrifuge accident. (2006) 

U Texas San Antonio--IBC problems. (2004) 

Galveston: UTMB secrecy and info denials. (2003-
present) 

Galveston hurricanes and effect on BSL-4 labs. (2008) 

UTMB-Galveston sponsors secret bill in effort to exempt 
their biodefense activities from the Texas Public 
Information Act. (2009) 

Dugway advertises for anthrax fermenters. (2005) 

Multiple contamination and safety problems at Dugway, 
with associated concealments and deceptions. (1950s
present) 

Manassas: Plague shipping discrepancy. (2004) 

Manassas: Brucella shipping discrepancy. (2005) 

Anthrax shipping discrepancy. (2005) 

VEE shipping discrepancy. (2005) 

Richmond: Anthrax shipping discrepancy. (2005) 

Charlottesville: Possible tularemia release. (2006) 

Seattle: Problems with Madison Aerosol Chamber cause 
TB exposures. (2003) 
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Germs Gone Wild Special: Germ Lab Incidents in 35 States 

STATE 

WA, cont. 

WI 

WY 

ASIA 

EUROPE 

United Kingdom 

USSR 

GGWpp. 

221-222 

439-440 

445-446 

AP 

AP 

223-224 

137-138, 
146 

169-173 

39-42 

179 

122-125 

INCIDENT 

Univ. Wash: !BC problems; planning dangerous 
experiments with 1918 flu . (2002-2004?) 

Univ. Wisconsin: Researcher suspended from lab work for 
conducting unauthorized experiments breeding antibiotic 
resistance into brucella. (20 I 0) 

Univ. Wisconsin: Yoshihiro Kawaoka's dangerous 
experiments crossing bird flu and human flu, entitled "At 
Long Last, The Pandemic Flu Monster We've All Been 
Waiting For." (2010) 

Madison, Univ. WI: Botulinum shipping discrepancy. 
(2005) 

U Wis.: Brucella exposure. (2006) 

IBC problems. (2004) 

Three escapes of SARS from high-containment labs, one 
infecting members of the public and killing a researcher's 
mother. (2003-2004) 

The Austrian facility of US pharmaceutical company 
Baxter ships human flu virus samples "contaminated" with 
bird flu to several European facilities. (2009) 

FMD release from ''world class" research facility causes 
significant outbreak, with an estimated economic loss of 
147 million pounds. (2007) 

The last recorded smallpox death in the world results from 
a lab release in 1978. 

An accidental release of anthrax spores from a Soviet 
research facility kills at least 64 people in Sverdlovsk (now 
Yekaterinburg). Soviet authorities conceal the cause of the 
deaths until 1992. (1979) 

9 



Gage, Bill (EEA) 

From: Vallely Bartlett, Maeve (EEA) 
Sent: 
To: 

Thursday, September 22,2011 1 :32 PM 
Gage, Bill (EEA) 

Subject: FW: BioDefense Laboratory 

From: Crowley, James (EEA) On Behalf Of internet, env (ENV) 
sent: Thursday, September 22, 2011 9:38 AM 
To: Vallely Bartlett, Maeve (EEA) 
Subject: PN: BioDefense Laboratory 

Comments on the Bio lab 

Jim Crowley 
External Relations Coordinator 
Tort Claims Coordinator 
Executive Office of Energy and Environmental Affairs 

From: Samuel Bauer [maitto:samuel.bauer@gmail .comJ 
sent: Wednesday, September 21, 20111:36 AM 
To: internet, env (ENV) 
Subject: BioDefense Laboratory 

Dear Secretary Sullivan, 

I am writing to you concerning the BioDefense Laboratory at Boston University Medical Center. It is my 
understanding that there is a Phase I Waiver request to open the BSLl and 2 labs immediately and to open the 
BSL 3 without a MEPA review of the completed Supplemental Environmental Impact Report. 

While these waiver requests may seem trivial in light of the larger controversy surrounding the BioDefense 
Laboratory, they are immensely important. Your approval of these waiver requests would create a precedent for 
developers to bypass the MEPA risk assessment process. Tbis would implicitly place developers above the law 
while simultaneously placing the communities affected by these developers in potentially unhealthy and unsafe 
living conditions. 

I ask that you convene a public hearing before you issue your draft decision on the Phase I Waiver request. A 
public hearing would provide a place for you to hear the concerns of the many residents and scientific experts 
who have studied the issue. The hearing should be at a location and time that is convenient for the public, 
particularly the affected South End and Roxbury communities. Thank you for your consideration of this case. 

Sincerely, 

Samuel M. Bauer 

70 Chiswick Rd, Apt 4 
Brighton, MA 02135 

1 
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eRG Council/or 
Responsible 
Genetics 

CoUNCIL FOR RESPONSIBLE GENETICS 
5 Upkmd Road, Suite 3, Cambridge MA 02140 

Telephone: 617-868-0870 Fax: 617-491-5344 
<mAil: crg@gene-w.tch.org web: www.coundlforresponsibleg<nelics.org 

September 23,2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Re: National Emerging Infectious Diseases Laboratories, 
Boston University MEPA Waiver Request, EOEEA #12021 

Dear Secretary Sullivan: 

~fCnVf[ 

SEP 272011 

MEPA 

I represent the Council for Responsible Genetics (CRG), a non-profit organization that has served the public 
interest for over 25 years in addressing the social and ethical implications of emerging issues in biotechnology. 
CRG was one of the early proponents for Federal guidelines to address safety issues related to recombinant 
DNA research and worked for many years promoting Massachusetts guidelines on biosafety. We are currently 
working with Assistant Secretary of Labor for Safety and Health David Michaels to revise OSHA guidelines on 
biolab safety. . 

We are writing to urge you to deny Boston University's ("BU's") request for a Phase One waiver from 
applicable MEPA regulations in connection with its proposed operation of the National Emerging Infectious 
Diseases Laboratories (the "NEIDL") at Boston University Medical Center. The requested waiver would allow 
BU to open BSL-1 and BSL-2laboratories immediately. It would allow BU to open BSL-3 laboratories and 
conduct research on highly contagious pathogens in the NEIDL, all without further MEP A review. The waiver 
would circumvent judicially-mandated environmental reviews put in place in order to ensure that the 
surrounding co=unities are not SUbjected to unnecessary risks associated with conducting research on 
potentially lethal pathogens in densely-populated urban neighborhoods. 

The University uses the proliferation of BSL-2 labs as a reason justifying a waiver of review. We believe it 
merits quite the opposite. BSL-2 labs handle biological materials that pose significant risks to health, safety and 
the environment. BSL-21abs employ the largest number of researchers of any type ofbiolab, they conduct 
research on the largest variety of organisms and pathogens, including genetically modified organisms and yet 
they employ the least stringent training programs of any kind of biolab. Furthermore, working practices in 
these laboratories are not standardized nor are they well documented. This fact is highlighted by the large 
numbers of infections documented in BSL-2laboratories as a result of non -compliance with guidelines and 
regulations. Indeed., the three Boston University laboratory workers that became infected with tularemia (rabbit 
fever) a few years ago were working with it in a BSL-2Iab. Due to its high virulence, the strain of pathogen in 
question is considered a category A agent by the Centers for Disease Control and a viable bioweapons agent; it 
has been included in the biological warfare programs of the USA, Russia and Japan at various times and clearly 
should have merited enhanced protections including being located in a higher 
level biocontainment facility. Yet, an investigation by the Boston Public Health 2 8 
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Commission found that "the BU Institutional Biosafety Committee was not able to ensure compliance with 
appropriate laboratory protocols and procedures." Moreover they found that the University's "failure to 
identify ... and immediately report suspicious work -related illness in staff is a major concern for health 
officials. " 

Finally BSL-2 laboratories "seed" higher containment facilities. A lax approach to biosafety and security at 
BSL-2laboratories therefore has implications for higher containment facilities, particularly where those 
facilities are both located in the same complex and integrated with higher biosafety level facilities as proposed 
by Boston University. Indeed, under certain modified circumstances, research normally confined to BSL-3 labs 
may be conducted in BSL-2 labs. There have been no assurances from the University that such won't take 
place. 

It is even more egregious that Boston University should seek a waiver for a proposed BSL-3 facility. By 
definition, BSL-3 labs include work done with indigenous or exotic agents which may cause serious or 
potentially lethal disease as a result of exposure by inhalation. Pathogens such as M. tuberculosis, St. Louis 
encephalitis virus and Coxiella bumetii are regularly studied in such facilities. Significant safety practices 
and procedures as well as oversight are required. 

Since proposing the NEIDL in 2003, BU has repeatedly provided vague and incorrect information regarding the 
project. Most important, it has failed on multiple occasions to meet its obligation to prepare an adequate and 
scientifically credible assessment of the risks associated with research in the NEIDL. 

For these reasons, we ask that you deny the waiver request and retain full jurisdiction to review the risk 
assessment for all labs located in the NEIDL. Such a denial would allow the project to receive full MEP A 
review as has been anticipated by both community members and the courts and ensure that public health and 
safety remain primary considerations. 

Jeremy Gruber 
President 
Council for Responsible Genetics 







September 23, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy & Environmental Affairs 
Att: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114-9B27 

Dear Mr. Secretary: 

Stephen P. Burgay 
1592 Commonwealth Avenue 
West Newton MA 02456 
September 24, 2011 

utn~f\ 
SEP 27 20\\ 

I am writing to express my support for Boston University's (BU) request for a Phase One Waiver which 
would enable it to conduct lower biosafety level research in newly constructed space in its National 
Emerging Infectious Disease Laboratory (NEIDL) located on the BU medical campus in Boston. 

Every day, Biosafety Level (BSL) 2 and 3 research is done safely at thousands of locations in the state, 

including many at BU laboratories located across the street from the NEIDl. At the same time, the 

Boston Public Health Commission is a recognized national leader in regulating BSl-3 labs and closely 

monitors all of the work done at BU as well as other research institutes across the city. With this 

expertise, track record and independent supervision in place, it makes no sense to leave empty the 

thousands of square feet of state-of-the-art BSl-2 & BSl-3 labs located in the NEIDl. Instead we should 

put that space to use, expand the research and jobs that go with it, and find ways to prevent and cure 

diseases, such as tuberculosis, which endanger public health. 

BU's request enjoys widespread support in the local and scientific community. Its scientists are world
class, and the institution conducts hundreds of millions of dollars in sponsored research every year. And 

the city of Boston is a recognized center of life science activity. BSL 2 & 3 research has been part of this 

activity for many years, and it is time to put those parts of the NEIDL to work. I hope you will look 

favorably upon the university's waiver request. 

Sincerely, 

Stephen P. Burgay 
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580 Harrison Avenue,4th Floor 

Boston, MA 02ll8, USA 

Secretary Richard K. Sull ivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan, 

QfCnVFl 
SEP 262011 

MEPJ 

All Guerma.zl, MD 

President 

(III ~Il: AI i.Guerm aziQ>bicl.org 

TEl: + 1 (617) 584 6851 

I am writing In favor of Boston University's request to permit the National Emerging Infectious Disease Laboratories 
(NEIDL) and, specifically, its application for a Phase One waiver request. It is time for e research to begin in this 
$200,000,000 research facility. 

Boston University's request to open BSL-2 and BSL-3laboratories for research is both a reasonable and responsible 
approach to the permitting of this research center. There are hundreds of BSL-2 labs on the Boston University campus 
and thousands of BSL-2 labs in the Commonwealth. Boston University now safely operates three of the twenty-four 
permitted BSL-3 laboratories in the state. 

The City of Boston has strict operating requirements for these labs. The Boston Public Health Commission and the 
public safety departments in the City are extremely capable of handling the oversight for these laboratories. 

The fact that MEPA has previously determined that none of the twenty-four existing BSL-3 laboratories in the state 
posed the kind of risk that would warrant a MEPA review speaks direcHy to the issue of public safety of these labs. They 
are safe and Boston University has the proven capability to operate these labs safely and securely. 

To further delay needed research in this state-of-the-art facility is a waste of taxpayer dollars, delays vital research 
projects and has the potential to cost the Commonwealth millions of dollars in grants. For these reasons, and because 
the NEIDL research can save lives and invent cures for deadly infectious diseases, I support BU's waiver application. 

As a business located direcHy across the street from the NEIDL at 601 Albany Street, Boston Imaging Core Lab is 
supportive of the waiver and looks forward to the day when the NEIDL is active and the research that the building was 
designed for is started. 

Mr. Secretary, I respectfully urge you to approve the waiver to allow Boston University to open the NEIDL for BSL-2 and 
BSL-3 research. 

Sincerely, 

(f\:'\'1--------~> 

-==-=';''-" . --.---.-~--.----.--... -

Ali Guermazi , MD 

WliSITE: www.bicl .org 



SOUTH BOSTON COMMUNITY HEALTH CENTER 

September 26, 2011 

Secretary Richard K. Sullivan, Jr. 
Executive Office of Energy and Envirorunental Affairs 
Attention: MEP A Office 
Maeve Vallely-Bartlett, EEA #12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

Dear Secretary Sullivan: 

William 1. Halpin, Jr. 
Chief Execurive Officer 

Nisha Thakrar, M.D. 
Medical Director 

ucnvn 
SEP 27 2011 

MEP~ 

On behalf of South Boston Community Health Center I am writing in support of Boston 
University's request for permission to begin doing BSL-2 and BSL-3 research in the 
National Emerging Infectious Disease Laboratories (NEIDL). Boston University already 
conducts research at this level in many other laboratories on their campus, they have a 
strong track record of safe lab operations, and the same regulatory oversight that control 
BSL-2 and BSL-3 research everywhere else in the city would also be in place to oversee 
research in the NEIDL. The building has already been built. Rather than see taxpayer 
dollars wasted while a state-of-the-art facility sits idle, we think that allowing Boston 
University to begin doing research at these lower biosafety levels is in everyone's best 
interest. 

Sincerely, 

~J:!ffj 
Chief Executive Officer 

4nC) \YJ,.u 'Rrn:adwa\'. South Boston. :MA 02127 Tel 617.269.7500 Fax 617.464.7549 A partner In the Bo~'l 
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ATTORNEYS AT LAW 

ilftn~n 
SEP 2 I) 2.0\\ 

September 27, 2011 I£P ~ 

Secretary Richard K. Sullivan, Jr., 

125 Px..lc.ASA.NT STREET 
HYANNIs. MASSAOEWSETTS 02601 

TELEPHONE (508) 775--3330 
FACSIMILE (508) 418-5049 

.TORN W. SPILLA.NE 
1932-2007 

Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely-Bartlett EEA No. 12021 
100 Cambridge Street - Suite 900 
Boston, MA 02114 

Re: Boston University's Phase One Waiver Application 

Dear Secretary Sullivan, 

I am Legislative Counsel for the Massachusetts Association of Non
Profit Schools and Colleges (MANS&C). This organization has 100 
member institutions consisting of private independent schools, 
colleges and universities located in all parts of the Commonwealth 
of Massachusetts. 

I write to you to express MANS&C's support of our member school, 
Boston University as it relates to its request to permit the 
National Emerging Infectious Disease Laboratory (NEIDL) and 
specifically its phase One waiver Application to open BSL-2 and 
BSL-3 laboratories within the BioSquare Phase II project to be used 
for laboratory research. 

There are hundreds of BSL-2 labs on the Boston University campus 
and thousands of the labs in the Commonwealth of Massachusetts. 
Furthermore, there are more than 1,000 BSL-3 labs nationwide. 

Boston University safely operates three of the twenty-four 
permitted BSL-3 laboratories in the Commonwealth of Massachusetts. 
The fact that MEPA has previously determined that none of the 
twenty-four existing BSL-3 labs in the Commonwealth pose any kind 
of risk that would warrant MEPA review speaks directly to the issue 
of public safety of these twenty-four labs. Furthermore, the City 
of Boston through the Boston Public Health Commission has well 
established and detailed procedures for regulating BSL-2 research 

WWW.SPILLANELAW.COM 
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and all BSL-3 laboratories operating within the City. 
regulations, permitting and enforcement practices 
highest standards of safety. 

All current 
confirm the 

Any further delay in the permitting of this needed research 
facility of our member institution, Boston University, will come at 
the risk of losing vital grants for research in the Commonwealth of 
Massachusetts, which is certainly a driver for our economy. 

Mr. Secretary, on behalf of MANS&C I respectfully urge you to 
approve the waiver to allow Boston University to open the NEIDL for 
BSL-2 and BSL-3 research. 

verY ,t ~(\ rurs
, 

Johll J s~~~ne, 
Legisl tive Counsel 

cc: Julaine McInnis, President 
William J. Conley, Jr., Vice President 
Bruce T. Amsbary, Treasurer 



























































Gage, Bill (EEA) 

From: Vallely Bartlett, Maeve (EEA) 
Sent: 
To: 

Tuesday, September 06,20114:10 PM 
Gage, Bill (EEA) 

Subject: FW: Boston Bio-Labs 

--------- ---- - _._-
From: Hardaway, Kathleen (EEA) 
Sent: Tuesday, September 06, 2011 4:07 PM 
To: Vallely Bartlett, Maeve (EEA); Gage, Bill (EEA) 
Subject: FW: Boston Bio-Labs 

One of many! 

Kathleen Hardaway 
Executive Assistant to Secretary Richard K. Sullivan, Jr. 
ExecutiYe Office of Energy and Environmental AlTairs 
100 Cambridge Street, Suite 900 

Boston, MA 02114 
(617) 626-1015 
Email : Kathleen.Hardaway@state.ma.us 

From: ChriS Knighton [mailto:xknighton@gmail.coml 
Sent: Tuesday, September 06, 2011 3:07 PM 
To: Sullivan, Rick (EEA); Hardaway, Kathleen (EEA) 
Subject: Boston Bio-lilbs 

Dear Secretary Sullivan, 

I'm in opposition to BU's Phase I Waiver request to open the BSLI and 2 
labs immediately and to open the BSL3 without a MEPA review of the 
completed Supplemental Environmental Impact Report. 

Your approval of BUs waiver request would create dangerous precedent 
for developers to bypass the MEP A risk assessment process. 

I would also like to request that your office hold a public hearing on the 
Phase I Waiver request before you issue your draft decision at a location 
and time of the day that is convenient and accessible for the public, 
particularly the affected South End and Roxbury communities. 

Sincerely, 
1 



Christopher John Knighton 

Jamaica Plain, Boston, MA 

2 
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September 15, 2011 

Secretary Richard K Sullivan, Jr. 
Executive Office of Energy and Environmental Affairs 
Attn: MEPA Office 
Maeve Vallely·Bartiett EEA No. 12021 
100 Cambridge Street, Suite 900 
Boston, MA 02114 

~f\:n'Jn 
SE? 1 9. ZO'l\ 

We are writing as representatives of Occupational and Environmental Health Networ1<, based in Marlborough, 
MA. We serve as Occupational Health Medical Directors overseeing many prominent Boston, Cambridge 
and New England hospital and educational laboratories, induding BSL-2, BSL-3 and BSL-4. 

We are writing to demonstrate our support for the Commonwealth of Massachusetts to grant a waiver that 
would allow the opening of the BSL-2 and BSL-3 laboratories at the Boston University (BU) National 
Emerging Infectious Diseases Laboratories (NEIDL). 

If it were not for the BSL-4 part of the project, the lab would already be open. BU already safely operates 350 
BSL-2 and three BSL-3 labs on its campus. There is nothing unique or inherenUy dangerous about the new 
BSL-2 and BSL-3 labs it wishes to open now. I'd like to bring to your attention, , the letter that the Boston 
Public Health Commission recently wrote to the EOEEA. in support of the opening of these laboratories 
stating "Boston University has an excellent record managing hundreds of BSL-2 labs and three BSL-3 
laboratories. " 

If Secretary Sullivan agrees, the building will open for research on tuberculosis in the BSL-2 labs as early as 
this November, while the BLS-3 research would begin alter the Risk Assessmen~ being conducted by the 
National Institutes of Health's Blue Ribbon Panel, is considered and completed and the Boston Public Health 
Commission and the Cerrters for Disease Corrtrol grarrt their approvals. The opening of the BSL-4lab will not 
begin until the Risk Assessmerrt and all legal issues, regarding this type of lab, are resolved. 

In condusion, the NEIDL is a state-of-lhe-art facility that has cost over $200,000,000, and it is a waste of 
taxpayers' money not to have this facility opened. 

Thomas H. Winlers, MD, FACOEM 
President OEHN, 
Chief Medical Officer and Principal 

Dieter Affeln 
Occupational Health Medical Director 

Lee Okurowski, MD, MPH, MBA, 
Chief Executive and Financial Officer 
Principal 

5 Mount Royal A1'enue • Marlboro. AlA OJ 752 • Tel: 508251 7260 • Far' 508251 7165 • U''II'''.oeh".net 
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SUMMARY REPORT

HAZARD AND RISK ASSESSMENT

NATIONAL EMERGING INFECTIOUS

DISEASES LABORATORIES (NEIDL)

BOSTON UNIVERSITY MEDICAL CAMPUS

BOSTON, MASSACHUSETTS

Project Number: W04-263

Date: July 16, 2004

Submitted By: RWDI West Inc.

Senior Technical Coordinator - Sarah Arulanandam, M.A.Sc.

Senior Hazard & Risk Specialist - Arthur Springer, M.Sc., P.Eng.
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Project Director - Ian Dowsett, R.E.T.
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Summary Report - Hazard Risk Assessment - July 16, 2004  
National Emerging Infectious Diseases Laboratories (NEIDL) - Project #W04-263 Page 1

1.  INTRODUCTION

Boston University Medical Campus (BUMC) retained RWDI West Inc. to conduct a risk

assessment for the proposed BSL-4 facility at the new National Emerging Infectious Diseases

Laboratories (NEIDL) at the BUMC campus.

This report summarizes the results for a screening-level assessment conducted to provide

anthrax spore concentration isopleths under a variety of release conditions.  Maximum downwind

ground-level anthrax spores concentrations were predicted using dispersion modeling techniques

following an accidental laboratory release for three conceivable release scenarios to provide an

estimate of the maximum possible risk of exposure to these spore concentrations along the path of

the dispersing plume.

The following analysis was prepared to support a BUMC review of the public health risk of

a “worst-case scenario” at a proposed BSL-4 laboratory.  The worst case scenario was defined to

include:

• Complete loss of containment systems in the BSL-4 laboratory despite preventative

maintenance, testing and HEPA certification programs

• Impacts to individuals not associated with the Boston-NBL, including nearby

residents, workers, inmates, patients and pedestrians.  Worker exposure is not part

of the public health risk assessment.

• The maximum exposure potential is through the release of aerosolized anthrax spores

• The entire release from the facility can be assumed to have elapsed over

approximately 30 minutes

Anthrax was selected because of its resistance to environmental factors such as sunlight and

lack of humidity and ease of airborne dissemination. 
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The primary risk associated with the inhalation exposure to anthrax spores by humans are

initial symptoms resembling a common cold (e.g., sore throat, mild fever, muscle aches and malaise),

and if untreated progressing to severe breathing problems, shock and death. 

The literature regarding exposure levels reference a range of exposure criteria, including: 

• US Defense Department estimate of LD50 for humans - between 8,000 and 10,000 spores

(Reference 2)

• Meselson et. al. reference from a forensic study of the release at Svardlosk – “the dose

causing 2% fatalities ... is nine spores” (Reference 2)

The references used in this assessment, including the one noted above, are listed in Section

6 of this report.
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2.  ASSUMPTIONS

The following assumptions were used in determining the dispersion modeling results for the

Maximum Possible Risk (MPR) scenarios.

Source Characterization Assumptions

• Each 15 cc (cubic centimeter) container of purified anthrax (anthrax vial) contains 10 billion

spores of which approximately 400,000 respirable particles are available to become and

remain airborne.

• The breathing rate corresponds to the rate of inhalation for an active person, 30 liters per

minute to provide a conservative upper bound on the potential number of inhaled spores

(Reference 2)

• Ventilation flow rates from the exhaust stacks were assumed to correspond with 12 air

changes per hour (corresponding to an exhaust flow rate of 14,000 cubic feet per minute) for

the building BSL-4 Laboratory Space.

Dispersion Modeling Assumptions

• Dispersion modeling was conducted from the top of the building exhaust stack.

• Dispersion modeling of the spores was performed using SLAB, a U.S. EPA-approved

dispersion model developed at Lawrence Livermore Laboratories to determine the hazard

associated with different release scenarios.

• Dispersion modeling was conducted using a range of weather conditions that may be

encountered, from sunny, summer windy conditions to calm clear, winter nights (Table 1

summarizes the different weather conditions used in the analyses).
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Table 1:  Description of The Meteorological Conditions Used in Modeling Release Scenarios.
Stability Class Wind Speed Description

(m/s) (km/hr)

B 2 7.2 Bright sunny afternoons in late spring, summer and
early fall. Skies are clear or almost clear and winds
are light. Temperatures range from warm to hot.

D 2 7.2 Sunny days in early spring and late fall. Overcast
days and evenings with light winds at any time of
the year. Hours with rain or snow falling.

D 5 18.0 Partly cloudy to overcast days and nights (anytime
of year) with moderate winds. Periods with weak
sunshine in early spring and late fall.

D 10 36.0 Strong winds at any time of the day or night,
regardless of temperature or cloud cover.

E 3 10.8 Nights with some cloud at any time of the year.
Daytime conditions on the coldest days in winter.

F 2 7.2 Cold clear nights in winter or cool clear nights in the
rest of the year.

• In each release scenario, under the specific meteorological conditions modeled, all of the

spores are assumed to travel downwind in the same direction to provide an upper bound or

maximum value for the estimated ground level concentration.

3.  RELEASE SCENARIOS

3.1 Release Events

In the release events modelled, the number of spores released is expected to vary over time,

decaying exponentially (see Figure 4.1), and extending the time of the release event.  In these

scenarios, the spore cloud mixes with the surrounding air as the fresh air is brought into laboratory

space.
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Figure 3.1: The concentration of spores released, varying with time, for a ventilation rate of 12

air changes per hour (corresponding to a ventilation rate of 14,000 cubic feet per

minute for the BSL-4 laboratory space).

3.1.1 Accidental Laboratory Release Scenario - Two HEPA Filters

This scenario simulates an accidental laboratory release where the entire contents of an

anthrax vial are released within the BSL-4 Laboratory space in a cloud of spores.  Figure 4.2 shows

the spore concentration varying with time at a distance downwind of the release where the maximum

ground level concentration occurs.  The results are considered over the range of weather conditions

noted in Table 1. 

The calculated maximum number of spores that may be inhaled by an individual standing

on the plume centerline at a given downwind distance from the release in this scenario occurs under
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The maximum number of inhaled spores is 
0.0000000002 spores occurring under B stability, 2 
m/s wind speeds for a person standing directly in the 
center of the plume breathing at a rate of 30 litres 
per minute for the duration of the release event.

B stability (wind speed of 2 m/s).  For an individual breathing at a rate of 30 litres per minute (the

breathing rate of an active person) for the duration of the release event, the calculated maximum

number of spores that may be inhaled is 0.00000000021 spores.  Since the release and inhalation of

a partial spore is not feasible, this number may be practically considered as zero.

Figure 3.2: Accidental Laboratory Release Scenario: Maximum predicted ground-level

concentration of spores occurring downwind of a release (with two HEPA Filters in

place) shown at the maximum point of impingement for the range of meteorological

conditions considered.

3.2 Accidental Laboratory Release Scenario – Single HEPA Filter Malfunction

This scenario simulates an accidental laboratory release where the entire contents of an

anthrax vial are released within the BSL-4 Laboratory space in a cloud of spores when only one of

the HEPA filters is not functioning.  Figure 4.3 shows the spore concentration varying with time at
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B Stability, 2 m/s  
D Stability, 2 m/s 
D Stability, 5 m/s 
D Stability, 10 m/s 
E Stability, 3 m/s 
F Stability, 2 m/s 

The maximum number of inhaled spores is  
0.0000007 spores occurring under B stability, 2 m/s  
wind speeds for a person standing directly in the  
center of the plume breathing at a rate of 30 litres  
per minute for the duration of the release event. 

a distance downwind of the release where the maximum ground level concentration occurs.  The

results are considered over the range of weather conditions as noted in Table 1.

The calculated maximum number of spores that may be inhaled by an individual standing

on the plume centerline at a given downwind distance from the release in this scenario occurs under

B stability (wind speed of 2 m/s).  For an individual breathing at a rate of 30 litres per minute (the

breathing rate of an active person) for the duration of the release event, the calculated maximum

number of spores that may be inhaled is 0.0000007 spores. Since the release and inhalation of a

partial spore is not feasible, this number may be practically considered as zero.

Figure 3.3: Accidental Laboratory Release Scenario – Single HEPA Filter Malfunction:

Maximum predicted ground-level concentration of spores occurring downwind of a

release shown at the maximum point of impingement for the range of meteorological

conditions considered.
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3.3 Accidental Laboratory Release Scenario – No HEPA Filters 

This scenario simulates an accidental laboratory release where the entire contents of an

anthrax vial are released within the BSL-4 Laboratory Space in a cloud of spores with neither of the

HEPA filters in operation.  Figure 4.4 shows the spore concentration varying with time at a distance

downwind of the release where the maximum ground level concentration occurs.  The results are

considered over the range of weather conditions noted in Table 1.  

The calculated maximum number of spores that may be inhaled by an individual standing

on the plume centerline at a given downwind distance from the release in this scenario occurs under

B stability (wind speed of 2 m/s).  For an individual breathing at a rate of 30 litres per minute (the

breathing rate of an active person) for the duration of the release event, the calculated maximum

number of spores that may be inhaled is 0.0024 spores.  Since the release and inhalation of a partial

spore is not feasible, this number may be practically considered as zero.
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Figure 3.4: Accidental Laboratory Release Scenario – No HEPA Filters: Maximum predicted

ground-level concentration of spores occurring downwind of a release shown at the

maximum point of impingement for the range of meteorological conditions

considered.

4.  SUMMARY

The results presented in this report summarize preliminary dispersion modeling results

describing the maximum downwind ground-level anthrax spore concentrations predicted for three

release scenarios.  In each case, the calculated maximum number of spores that may be inhaled by

an individual standing on the plume centerline downwind from the release is less than a single spore.

Since the release and inhalation of a partial spore is not feasible, this number may be practically

considered as zero.
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Our mission
The National Emerging Infectious Diseases Laboratories (NEIDL) is part of a national 
network of secure facilities that study infectious diseases that are of major public
health concern—whether they occur naturally or are introduced deliberately through
bioterrorism. Our facility is located in BioSquare, a biomedical research and business
park  adjacent to Boston University Medical Campus.

Our mission is threefold:

• To perform cutting-edge basic and clinical research on emerging infectious diseases
and to develop diagnostic tests, treatments, and vaccines to promote the public’s
health through combating infectious diseases

• To provide training in these areas of research and to support a national  response in 
the event of a biodefense emergency

• To establish a research facility with the highest attention to community and labora-
tory safety and security

State-of-the-art technologies were employed in the NEIDL’s design and will be used to 
conduct research in safe and secure environments. The comprehensive core research 



facilities will enable basic, translational, and clinical research and the development of 
products related to emerging infectious  diseases. World-renowned experts in emerging 
and re-emerging infectious diseases lead each of our multidisciplinary research programs.

The NEIDL represents a major step forward in advancing public health and comple-
menting the region’s reputation as the biomedical research hub of the nation.  

Our research cores are state of the art.
The research cores at the NEIDL will facilitate discoveries about emerging infectious 
diseases for the institution, the region, and the nation.

As a national resource, we must anticipate the research needs of investigators over at 
least a 20-year period and “add value” to existing and planned  facilities. To meet these
needs, we will use flexible core facilities devoted to a comprehensive array of research
methodologies. Together, these cores  contribute to the entire product development 
continuum from basic science to clinical research. 

The NEIDL includes facilities for:

• Basic research to identify mechanisms of pathogenesis and potential  targets for new 
diagnostics, vaccines, biologicals, and therapeutics

• Translational research to identify molecules/reagents/leads that might be useful as 
diagnostics, immunogens, biologicals, or therapeutics

• Clinical studies involving human volunteers 

We strongly emphasize the core facilities that are housed in high-containment areas 
since these resources are the most urgently needed and least available nationwide. 
The following are some of the NEIDL’s research core facilities. More information on 
each of the cores is available at www.bu.edu/neidl.

3
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Aerobiology Core

A fully functional, productive infectious diseases aerobiology core is a critical lynchpin
in any emerging infectious diseases research laboratory. Since many severe diseases are
contracted through the respiratory route, we must  develop and study models that mimic
the natural transmission of these infections as well as novel drugs, treatments, or pro-
phylactic measures that would be effective via aerosol. 

The design of the NEIDL incorporates both BSL-3 and BSL-4 Aerobiology Core laborato-
ries. This design maximizes the efficiency of research to be  performed under high con-
tainment by minimizing downtime required for conversion of a single flexible laboratory
module. Moreover, it allows for  concomitant use of both high-containment laboratories,
thereby more than doubling the total workflow in this core. 

Biomolecule Production Core

For NEIDL researchers, this core provides the 
necessary infrastructure for the expression and 
purification of biologic molecules including
 antigens, proteins, carbohydrates, nucleic acids,
and other biologics from the Risk Group 3 and 4
agents. As in the Aerobiology Core, incorporating
both BSL-3 and BSL-4 Biomolecule Production
Core laboratories maximizes efficiency by reduc-
ing downtime and increasing workflow. 

The Biomolecule Production Core at BSL-4 will
have dedicated facilities and production capabili-
ties to grow Risk Group 4 viruses and isolate 
biologic molecules of interest under BSL-4 contain-
ment. The scope of work for the BSL-4  facility 

will be strictly governed by the NIH Guidelines for Recombinant DNA Research and by
City of Boston regulations.

Cell and Tissue Imaging Core

Because new technologies allow high-resolution imaging of living cells and tissues that 
may be infected with viable microorganisms, the Cell and Tissue Imaging Core (CTIC) 
will be in BSL-4 containment. It will offer multiple state-of-the-art imaging systems 
to analyze specimens. As a result, fine-scale topography of fixed tissues gathered from
transmission or scanning electron microscopy can be integrated with information 
gathered from multi-probe, live-cell analyses using deconvolution or laser confocal 
microscopy.



Existing facilities for electron and conventional microscopy of fixed, non viable speci-
mens are part of the research infrastructure at Boston University Medical Campus and
will be available to NEIDL investigators. 

Clinical Research Core

The Clinical Research Core (CRC) design was based upon extensive  experience with 
clinical research, including studies of the prevention and  diagnosis of infectious diseases. 

The fundamental goal of this core is to provide a dedicated location and trained staff 
for the network of researchers in the NEIDL, the Regional  Centers of Excellence in
Emerging Infectious Diseases, the Regional Biocontainment Laboratories, and the 
Galveston National Biocontainment Laboratory, as well as private entities doing spon-
sored research to fulfill the strategic plan of the National Institute of Allergy and 
Infectious Diseases.

The Clinical Research Core will not provide care for or research on patients with infec-
tious diseases. It will enable investigators to conduct approved studies on normal human
volunteers. We anticipate that researchers will conduct studies of vaccines (Phase 1), lot
consistency, novel immunogen  delivery systems by various routes, candidate vaccine
stability, pharmacokinetics of novel therapeutics, delivery of therapeutics through alter-
native routes (e.g., respiratory, oral, mucosal, transdermal), and Phase 1 safety trials of
biologicals (e.g., therapeutic antibodies).
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Extramural Investigator Research 
Collaboration Cores

As a National Biocontainment Labora-
tory, the NEIDL will give extramural
 investigators access to BSL-3 and BSL-4
high-containment laboratories as well 
as scientific and administrative cores.
These investigators will come from 
both academic and commercial entities
whose research has reached the stage
where high containment is required. 
For example, in vivo challenge studies for
determining vaccine and/or therapeutic
development  efficacy would be an appro-
priate phase for engaging the Collabora-
tive  Research Group Cores.

At least two Collaborative Research
Group Cores will be established to host research from extramural investigators. These
teams will be employed by the NEIDL and dedicated to the hands-on execution of 
all extramural research conducted here. Extramural investigators guiding the research
may be either on-site for the duration of this work, directing work on a daily basis 
from their home institutions, or a combination of the two. 

Immunology Core

The Immunology Core will provide the infrastructure for characterizing  innate and 
adaptive immune responses to infectious agents. It will also  accommodate standard-
ized testing of vaccine candidates, including biologics produced within the NEIDL’s 
Biological Molecule Production Core. 

Under most circumstances, the Immunology Core will concentrate on analysis of 
specimens obtained from animals challenged with agents requiring BSL-3 or BSL-4 
containment. To allow investigators to monitor both in vivo and in vitro immune 
responses, the core will provide four essential services:

• Basic cell enumeration and separation for human and animal cells using magnetic 
separation, and cell subset identification by flow cytometry in high containment  

• Elucidation of cytokine profiles of responding cells by flow cytometry, and cytokine 
production in serum and in culture by BioPlex analysis



• Antibody assays by ELISA or ELISPOT for enumerating antibody-producing cells 
and neutralizing antibodies using automated plaque and colony-counting assays

• Consultation services and help in developing other immunological assays as 
needed by investigators in the NEIDL.

Core for the Study of Insect Vectors

Many of the most widely distributed infectious diseases are transmitted to humans 
by insects—mosquitoes, ticks, mites, lice, and biting flies, for  example. Some of the 
most important emerging infectious diseases are  examples of vector-borne diseases. 
These include dengue, West Nile virus, the encephalitis viruses such as eastern equine 
encephalitis, and bacteria such as Francisella tularensis and Yersinia pestis.

Arthropod Containment Levels 3 and 4 are required for research on many of these 
diseases. Critical research involving vector-borne pathogens includes:

• Natural infection studies with hemorrhagic fever viruses

• Vector competence experiments to determine which insects are capable of transmit-
ting the microorganisms

• Testing of immune and non-immune mediated strategies to eliminate pathogens
from vectors (so-called vector interruption strategies)
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Specimen Processing Core for BSL-4 
Research Projects

The Specimen Processing Core and its asso-
ciated laboratory equipment and capabilities
will support NEIDL investigators in the study
of emerging infectious diseases, including
NIAID Category A, B, and C agents.  

Coordination with the Animal Cores (includ-
ing Pathology/Necropsy) will ensure that
specimens are processed immediately fol-
lowing collection and transported to the 
laboratory quickly and safely. We will have

the ability to flash-freeze the specimens and autoclave them or treat with gamma 
radiation prior to transportation out of the BSL-4 area.

This core will include the following laboratories and equipment:

• A microbiology laboratory equipped for classical non-molecular as well as state-of-
the-art molecular diagnostics. This lab will complement the research and serve, 
if required, in the event of a national emergency.

• A molecular biology laboratory for identifying the presence of select agents in 
tissue, cell culture, or environmental specimens. 

• A clinical chemistry laboratory using the Abaxis VetScan VS2 analyzer for routine
analysis of samples obtained from control and experimental  animals. 

• A hematology laboratory using the Beckman Coulter ACT10 and HEMAVET 950FS 
for routine analysis of blood cells from control and  experimental animals.

Multimodal Whole Animal Imaging Core

The Multimodal Whole Animal Imaging Core will operate a unique animal imaging 
facility under BSL-4 containment in which the synergies of multiple imaging modali-
ties will be available for discoveries about infectious diseases studied at the NEIDL.
Elucidation of in vivo kinetics of organism pathogenesis, treatment response, and 
immune protection studies of agents, such as tuberculosis and the hemorrhagic fever
viruses in whole animals, have been severely hampered by the lack of advanced
whole animal imaging systems capable of routine operations in a BSL-4. This is partic-
ularly true for the assessment of pathogen-induced cellular and structural changes 
in larger animals, in which cross-sectional post mortem studies had to substitute for
the more desirable longitudinal in vivo studies.
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The primary objective of this core will be to circumvent technical challenges and 
utilize recent and anticipated innovations in multimodal imaging technologies, includ-
ing a custom-designed, one-of-a-kind BSL-4 compatible 4.7 Tesla whole animal MRI
scanner, fluorescence optical tomography, and X-ray computed tomography. In-house
developed multimodal imaging software packages designed specifically for emerging
infectious diseases’ needs will facilitate further the quantitative and multimodal analy-
ses of the data to gain insights into the pathogenesis and treatment of major infectious
diseases that are public health concerns.

Our work will be critical, comprehensive, and transparent.
The NEIDL is dedicated to developing diagnostics, vaccines, and therapeutics to 
combat emerging and re-emerging infectious diseases. To that end, we will study a
wide range of NIAID Category A, B, and C agents, including the viruses that require
BSL-4 containment:

• Central European 
tick-borne encephalitis 

• Congo-Crimean hemorrhagic fever 
• Ebola
• Guanarito
• Hendra
• Junin
• Kyasanur Forest disease

We will also study agents such as mycobacteria, tuberculosis, influenza viruses, 
West Nile virus, and others that require BSL-3 containment.

A wide variety of safeguards are in place to minimize risks and protect our researchers
and the community. In addition to building design and construction, these include 
the  recruitment of experienced researchers; the rigorous observance of standard 
operating procedures for safety, security, and  operations; limited access to the NEIDL; 
and extensive security checks of persons and property. There will be collaborative
training programs with city agencies and integration of our institutional protocols 
with Boston Medical Center clinicians. We will follow guidelines and regulations of 
the Boston Public Health Commission, the National Institutes of Health, and the
 Centers for Disease Control.

Beyond safety, we are committed to providing transparency in our work. Oversight 
by several committees ensures community access to information about our work and
opportunities for open dialogue. The Institutional Biosafety Committee, which has
oversight responsibility for all biosafety programs at Boston University and Boston

• Lassa
• Machupo 
• Marburg
• Nipah
• Omsk hemorrhagic fever
• Russian spring-summer encephalitis
• Sabia
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Medical Center, includes public representation. 
The Community Liaison Committee was created
specifically to promote community outreach and feed-
back. The five-member NEIDL Institute Executive
Committee also includes a public member-at-large 
as a key representative of public interests. 

Furthermore, our External Scientific Advisory 
Committee, the Boston Public Health Commission,
and the Massachusetts Department of Public Safety 
all provide important links between our activities 
and our community. Finally, the NEIDL is accountable

to independent public health and safety officials in more than a dozen local, state, and
federal agencies and organizations.

Our facility meets the most stringent guidelines.
The NEIDL is a 192,000-square-foot, 7-story building, designed in accordance with the
most stringent and protective measures defined by the  National Institutes of Health. 
It was built on the experience of six existing BSL-4 facilities in North America, none 
of which has ever had a release or community incident.

Our facility provides BSL-2, -3 and -4 capacities. The containment areas include imag-
ing, aerobiology, insectary, and other specialized cores and support areas. The building
also offers a BSL-4 training simulator to  provide hands-on training for all research staff. 

The NEIDL is constructed to maximize research capacity. 
Total building area includes: 

• 16%  BSL-4 research
• 13%  BSL-3 research 
• 20%  BSL-2 research
• 3%    BSL-2 clinic
• 48%  Administrative and 
building support

All critical building systems within the NEIDL have a redundant system to ensure safety
and uninterrupted operations at all containment levels. Operating procedures will be
based on best practices and government standards (CDC/NIH). 

For more information about the NEIDL facilities, work, researchers, and safety systems,
please visit www.bu.edu/neidl.

BSL-4

BSL-3

BSL-2

Administrative
and building

support
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Meeting Minutes 
Location: E720 

August 14, 2012 
Start time: 12:00PM 
End time: 2:30 PM 

Present: A. Henderson, R. Morales, T. Winters, D. Stearns-Kurosawa, 
N. Broude, S. Ghosh, J. Gonsalves, G. Bain, K. Bossart, J. Levin, B. 

Slack, E. Helmerhorst, C. Sulis, N. Bhadelia, R. Ingalls 
Absent: K. Kirsch, K. Tuohey, E. Muhlberger, F. Gibson, J. Keeney, J. 

Barton 
Staff: W. He, M. Hatton, K. Mellouk 

Guest: S. Butler, A. Hartnett, S. Reno, Y. Petrofsky 
_____________________________________________________________________________________ 

I. Review of July Minutes  
Recommendation: Approved 

For: 15 

Against: 0 

Abstained: 0 

II. New Business 

A. IBC Training Session: Vector Transmitted Infectious Disease Core 
The director of the NEIDL Vector Core gave a presentation on the scientific aspects of 
research involving vector transmitted infectious disease. 

B. Chairperson Report 

1. Report on Viral Vectors policy 
At the last IBC meeting, it was proposed to develop a formal policy to document and 
standardize the biosafety requirements for handling different viral vectors, such as 
AAV-based or replication incompetent lentiviral-based vectors, including those used in 



animals. An ad-hoc group met to work on this issue, and the formal policy will be 
circulated to the IBC for review once complete. 

C. Technical Committees Report 

1. Downgrade of HIV labs from BSL3 to BLS2+ 

OSHA and the CDC dictate the requirements for safe conduct of HIV research and 
mandate BSL-2 with special practices for most work, with BSL-3 requirements for 
research involving high titers. Due to the low-titer nature of the work in 2 of the 
HIV labs, the PIs and department chair have been involved, in conjunction with 
EHS and BPHC, in downgrading the facility from BSL-3 to BSL-2+; there has been 
no change in the protocols or practices, but this is simply a room downgrade (as 
newer BSL-3 facility requirements for recertification would require an HVAC 
upgrade). Any changes to the work in these labs would still be submitted to the 
IBC for evaluation. The IBC Vice Chair will be involved in reviewing these room-
downgrade amendments for approval. It was suggested that the HIV labs at BU 
define a consensus for meaningful use of the term high-titer. 

2. Approved Applications/Amendments:  

a) This month 9 applications and 22 amendments and renewals 
were approved. 

3. IBC Public Meeting: 
The IBC public meeting will take place next month. A poll has been distributed, and 
IBC members should respond to determine the optimal meeting date/time. 

D. Biosafety Report:  

1. Incidents Biosafety Report 
There was a recent inspection by the CDC for recertification for select agents. A 
response was sent to address the CDC report, and they were satisfied with the 
responses given. Research Safety continues to work with the select agent 
researchers, especially those with the newly approved protocol. 

  

  



III. Protocol Review: 
Meeting is not closed 

A. New Submissions 

1. Protocol 1652  
“Enterovirus 71 Models and Countermeasures” 
Category: Bhz 
Biosafety Level: 2 
Animal Biosafety Level: 2 
Brief Project Description: Hand-foot-and-mouth disease is a common illness 
of children.  Although most children only develop mild disease following 
infection, in some cases, severe disease manifests with long-term 
consequences in the brain.  The goal of our project is to evaluate a new 
potential vaccine for hand-foot-and-mouth disease in hopes of finding a way 
to prevent severe disease in children. 
Reviewer Comments: 
-This is a nicely detailed protocol, and they have addressed the initial 
concerns regarding how the cells are lysed, as this is a closed system, and 
clarified that ethanol is not used for enterovirus waste. 
- As this is a novel agent for BU, it was mentioned that this should be 
evaluated for possible inclusion on the List of Agents with Potential to cause 
LAI. The standing subgroup committee will evaluate this for inclusion on the 
agent cards, and this is not an obstacle for IBC approval. 
The PI needs to: 
- Add sentence regarding safe handling practices for the bead beater system. 
- Add sentence regarding training for LASC staff that may be in contact with 
animals infected with this biohazardous agent. 
 
Recommendation: Approve Pending 
For: 14 
Against: 0 
Abstain: 1 
 

2. Protocol 1643  
“Mechanisms of Autoimmune Disease.” 
Category: rDNA/ Bhz 
Biosafety Level: 2 
Animal Biosafety Level: 1 
Brief Project Description: Our studies evaluate ways to interfere with T cells 
causing autoimmune diseases with an emphasis on type 1 diabetes. We 
study pathways and molecules that are important for the generation, 
function and survival of T cells that destroy the insulin-producing cells in the 
pancreas. These insights are then used to test whether blocking these novel 
pathways (for example with antibodies) in diabetic mice leads to therapeutic 
benefit. These studies will further our understanding of the mechanisms of 
autoimmune diseases and may result in the development of innovative 
therapies. 



Reviewer Comments: 
-This PI addressed many initial issues, and only a few minor issues remain. 
The PI needs to: 
-On the "Materials Used in Research" page, uncheck "Synthetically derived 
nucleic acids". 
-On the "Hazardous Biological Agents" page, where describing the live 
animal use of the murine retroviral vector, indicate the Animal Biosafety 
Levels as ABSL-1. 
-On the "Public Health Commission" page, change "BSL-1" to "BSL-2". 
 
Recommendation: Approve Pending 
For: 15 
Against: 0 
Abstain: 0 
 

3. Protocol: 1645 
“Vitamin D and the innate immune responses to group A Streptococcus 
infection” 
Category: rDNA/Bhz 
Biosafety Level: 2 
Animal Biosafety Level: N/A 
Brief Project Description: Group A Streptoccous (GAS) causes pharyngitis 
("Strep throat") as well as more serious infections, like necrotizing fasciitis 
("flesh-eating bacteria").  Healthy people may carry this bacterium in their 
throats, without any signs or symptoms of illness.  My work proposes to 
examine how two types of cells in the throat sense and respond to this 
microbe, thereby offering insights into how these protections may fail to 
lead to true Strep infections. 
Reviewer Comments: 
-It was noted that the PI plans to conduct several experiments on an open 
bench in a shared lab space, and this agent has a history of LAI.  There was a 
consensus for containment or additional practices to address this. In 
addition the reviewers, the IBC chair should review the PI’s revision to 
address this point. 
The PI needs to: 
-In recognition of the proposed agent and the shared lab space, it is required 
that proper precautions are used for benchwork (including capping when 
vortexing) and a Biological Safety Cabinet is utilized for GAS and human cell 
experiments for aerosol protection. Describe this in the protocol. If a BSC 
absolutely cannot be used, describe the additional aerosol protection 
measures or practices that will be utilized. 
-On the "Public Health Commission" page, answer the Host-Vector-Donor 
system question to include the same information entered on the 
Recombinant DNA page in terms of both Prokaryotic and Eukaryotic 
experiments. 
 
Recommendation: Conditionally Approved 
For: 15 
Against: 0 



Abstain: 0 
 

4. Protocol VA 003 
“Role of Th17 Pathway in Solid Tumors” 
Category: rDNA/ Bhz 
Biosafety Level: 2 
Animal Biosafety Level: 1 
Brief Project Description: We are studying a molecule that carries signals 
between cells (called CCL20) and the receptor for this molecule (called 
CCR6). These molecules are important for inflammation. We want to 
know if these molecules are involved in colorectal cancer. We want to ask 
this question by raising or lowering the amount of CCR6 or CCL20 in tumor 
cells. We will then see how fast these cells grow in mice. We will raise or 
lower the amount of CCR6 and CCL20 in cells using viruses. The viruses 
insert DNA into the cells that control the level of these molecules. These 
viruses do not cause disease in people. These viruses can be bought. They 
will be stored in locked laboratory space in locked freezers. The viruses will 
be given to cells in a hood, so people working with the viruses are not 
exposed. The viruses cannot make new viruses. We will then test the cells to 
see if the level of the molecules has been raised or lowered. When we have 
cells with the molecules raised or lowered, we will grow these cells. These 
cells will have the virus DNA but will not be able to infect other cells, animals 
or humans. The cells will be transported to the animal facility in leakproof 
and shatterproof containers. The cells will then be injected into mice. The 
mice will be injected and housed in a special facility so other people are not 
exposed to the animals or cells. 
Reviewer Comments: 
-The animal work in this protocol can be done at ABSL-1. They should 
include more information on the experiments investigating tumor growth in 
animals, and the Lay description should be reduced. Additional comments 
were noted by EHS during safety review. 
The PI needs to: 
- Provide more details on the lentiviral vectors, including vector names. 
- Provide updated annual lab safety training for the PI, who was last trained 
7/18/2011. 
-Provide the name of the actual commercial sources for the lentivirus, where 
indicating “commercially available lentivirus”. 
-Correct language to indicate transductions, not transfections. 
-Add 1-2 sentences to describe investigation of tumor growth in animals. 
-Include the source of the viral vectors.  
-Rewrite the lay terms description to be much shorter. 
- Indicate the highest BSL as BSL-2/ABSL-1 (as only injecting stably 
transduced mouse cells into animals). 
-Complete the Host-Vector-Donor system question (on BPHC form).  
-Correct the BSL on BPHC form as BSL-2/ABSL-1. 
 
Recommendation: Approved Pending 
For: 15 
Against: 0 



Abstain: 0 
 
 

5. Protocol 1655 
“Abnormal Lysyl Oxidase Activity a Potential Therapeutic Target for 
Treatment of Diabetic Retinopathy” 
Category: rDNA 
Biosafety Level: 1 
Animal Biosafety Level: ABSL-1 
Brief Project Description: Diabetes can lead to several complications. A 
serious eye complication is known as diabetic retinopathy. In early stages of 
diabetic retinopathy, the retina slowly becomes dysfunctional because a 
serious abnormality related to retinal capillary function develops and this 
leads to blindness. In this project, we will attempt to prevent vision loss by 
normalizing disrupted retinal capillary function. 
Reviewer Comments: 
-There were still many things missing in the application, including a 
description of procedures used to evaluate research goals and more 
information on the animal work including any details on rDNA work. The 
Host-Vector-Donor information needs to be added to the BPHC form. It was 
noted as a BSL-1/ABSL-1 rDNA protocol, and there were additional minor 
notes from EHS, including removal of term “biohazards”. 
The PI needs to: 
-Add to description of procedures used to evaluate research goals. 
-Add to description of animal work, including any details on rDNA. 
-Add the H-V-D to the BPHC form. 
-Correct protocol as BSL-1/ABSL-1. 
-Remove use of term “biohazards”, as none are used in this protocol. 
 
Recommendation: Conditionally Approved 
For: 15 
Against: 0 
Abstain: 0 
 
 

6. Protocol 1640 
“Development of Novel Mycobacterium tuberculosis and Vibrio cholera; 
Therapeutics Using Systems Biology and Engineering Principles.” 
Category: Bhz 
Biosafety Level: BSL-2 
Animal Biosafety Level: N/A 
Brief Project Description: The goal of this research project is to determine 
the biological responses of bacteria to treatment with antibiotics intended to 
stop cell growth, or to kill cells.  Antibiotics are thought to achieve their 
effect on bacteria simply by interaction between the antibiotic molecule and 
its specific target in the bacterial cell, leading to cell death.  As a result of our 
work, we intend to show that the ways in which a bacterial cell responds to 
the stress of an antibiotic actually plays a role in the ability of the antibiotic 



to kill the bacteria.  We expect that our work will highlight potential new 
targets for antibiotic design and lead to new therapies to fight infection.    
Reviewer Comments: 
-In addition to some minor points, such as adding the PI to the protocol, 
amending the start date, and stating exactly how waste is disposed of, there 
were some more in depth questions regarding the lack of precise details of 
experiments, lack of BSC use, and need for more specific agent training. Why 
is BSC not used, even if space is “isolated”? 
The PI needs to: 
-Add the P) to the list of personnel and answer the subsequent questions on 
training and experience. 
-Provide additional detail on experiments to describe steps between 
harvesting of cultures and the rDNA work, including description of practices 
such as capping tubes to prevent spills and aerosol generation. 
-Note that the work with these agents should be conducted in a Biological 
Safety Cabinet, particularly as Vibrio cholerae is a reportable infectious 
disease agent. Provide additional information on work in a BSC. 
-Specify the agent-specific training that lab researchers will receive for work 
with these biohazardous agents. 
 
Recommendation: Conditionally Approved  
For: 15 
Against: 0 
Abstain: 0 
 
 

7. Protocol 1649 
“Receptor Trafficking in Health and Disease.” 
Category: rDNA/Bhz 
Biosafety Level: BSL-2 
Animal Biosafety Level: N/A 
Brief Project Description: Changes in receptor protein sorting drive changes 
in cell behavior and function that can directly contribute to the development 
of diseases such as cancer and Alzheimer's disease. Yet, the molecular 
mechanisms controlling receptor sorting are far from understood. Our 
research is aimed at defining the sorting machinery at a molecular level and 
to understand how alterations in receptor sorting cause disease. 
Reviewer Comments: 
This protocol was initially well written, and the PI was completely 
responsive on all concerns prior to the meeting. 
 
Recommendation: Approved 
For: 15 
Against: 0 
Abstain: 0 
 
 



B. 3-year Resubmissions 

8. Protocol 1019 
“Cell movement during Xenopus development: a model for metastasis. The 
RHO GTPases in the control of cell movement. Apoptosis regulates 
notochord development.” 
Category: Bhz 
Biosafety Level: 1 
Animal Biosafety Level: 1 
Brief Project Description: Our goal is to understand how specific molecules 
influence the development of embryos. To do this work, we use frog 
embryos because they are laid and fertilized outside of the mother, making 
them accessible during all stages of embryonic development, and most 
importantly because they share many developmental processes with other 
organisms including humans. 
Reviewer Comments:  
-It was noted that this protocol is BSL-1, and most issues were addressed, 
but a few minor points remain (such as personnel and sharps). 
The PI needs to: 
- Answer "State how many years of experience, when and where" for all 
personnel. 
 
Recommendation: Approved Pending 
For: 15 
Against: 0 
Abstain: 0 
 
 

9. Protocol 1035 
“Relevance of transcription factor LSF to metastatic melanoma: initiation of 
translational studies; LSF: Roles in cell cycle progression, tumor growth and 
chemoresistance; Role of transcription factor LSF in cellular quiescence” 
Category: rDNA/Bhz 
Biosafety Level: 2 
Animal Biosafety Level: N/A 
Brief Project Description: We are studying a pathway that is essential for cell 
growth and division.  Recent findings indicate that this pathway can 
contribute to the progression of cancer.  The present proposal seeks to 
understand the underlying basis for how this pathway controls cell growth.  
One goal is to determine whether or not this pathway is functioning 
correctly in certain types of human cancer, and whether it contributes to 
cancer progression. A second goal is to develop medical drugs that can 
inhibit the pathway.  In the long term, findings from this research may allow 
doctors to distinguish among different types of tumors of a certain type, 
which will allow for the most appropriate treatment for each cancer patient. 
Reviewer Comments:  
-The application is missing a description of the assays and endpoints for the 
various lines. More details on the vectors, such as whether they are 
commercially available, is needed, and the BPHC must match the protocol. 



The PI needs to: 
-Include more details and description of the assays and endpoints for the 
various cell systems. 
-Include a description of the viral vectors to include information on the 
vector backbone/components and the evidence from commercial or 
collaborator sources that these are replication incompetent. 
-For all agents, provide specific names where indicate “source” companies or 
collaborators. 
-Make the title on the BPHC form match the overall protocol title. 
 
Recommendation: Approved Pending 
For: 15 
Against: 0 
Abstain: 0 
 
 

10. Protocol 874 
“Role of actin cytoskeleton regulator in neurodegeneration and 
neurodevelopment” 
Category: rDNA/Bhz 
Biosafety Level: 2 
Animal Biosafety Level: 2 
Brief Project Description: During the progression of Alzheimer's Disease 
(AD), human neurons show degenerative as well as regenerative changes, 
possibly influenced by certain genes. We hypothesize that the expression of 
these genes will correlate with the cognitive status of the examined subjects. 
The increased expression of these genes may alleviate abnormalities in mice 
carrying human genetic risk factor for late-onset AD.  The proposed study 
aims to identify molecules that may promote neuronal regenerative 
potential in late-onset AD. 
Reviewer Comments:  
-The application needs more clarity with regards to procedures involving 
biohazards and precautions for human brain tissue use, including clarity of 
the nature of animal experiments. The samples are not fixed, so precautions 
for cryostat use should be included. The training and experience details are 
lacking 
The PI needs to: 
-Answer the questions regarding "role",  lab safety training dates, "State how 
many years experience, when and where", and who is training for all 
personnel. 
-Update the lab inspection dates for 3 rooms listed, as discussed with EHS, 
and other location details. 
-Expand on the description of work with brain tissue. Include a sentence 
regarding the practices and precautions for handling this biohazard. 
Specifically indicate whether samples are fixed, and refer to the EHS SOP on 
safe cryostat use, stating that cut-resistant gloves are used when changing 
cryostat blades. Include the IRB approval number and expiration covering 
this work. 



-Simplify the Layman's Terms to be less technical. 
-Uncheck "Hazardous Biological Agents". 
 
Recommendation: Conditionally Approved 
For: 15 
Against: 0 
Abstain: 0 
 
 

11. Protocol 1043 
“Mechanisms of Oxidant Signaling in Post-MI Remodeling; Oxidative Stress 
in Myocardial Remodeling and Failure; Reactive Oxygen Species in Patients 
with Heart Failure” 
Category: Bhz 
Biosafety Level: 2 
Animal Biosafety Level: N/A 
Brief Project Description: The project is to identify molecules in the blood 
that can be used as biological markers in heart failure patients. We predict 
that some of these markers may be used to assist diagnosis and treatment 
and improve prognosis. 
Reviewer Comments:  
-After a revision received this morning, the PI has addressed all application 
concerns. There are remaining individuals who need ROHP and LST. 
The PI needs to: 
-Have all lab members complete ROHP clearance and LST. 
 
Recommendation: Approved Pending 
For: 15 
Against: 0 
Abstain: 0 
 
 
 
 

 

IV. Amendments 

A. Amendments for Committee Review: 

1. Protocol 894 
“1. Glycobiology of Giardia. 2. Beta-1,3-glucan and acid-fast lipids of oocyst 
walls. 3. Glycosylation and Glycosidases - Cell & Molecular Biology” 
Category: rDNA/Bhz 
Biosafety Level: 2 
Animal Biosafety Level: 2 



Brief Amendment Description: Add experiments that are also part of three 
IACUC protocols under review. With Toxoplasma, we plan to collect oocysts 
in stool of infected animals; grow exotic strains of Toxoplasma and infect 
animals; in the future, knock-out genes in conventional strains of 
Toxoplasma and then infect animals. With Eimeria we plan to vaccinate 
animals with recombinant oocyst wall proteins. 
Reviewer Comments: 
-There was a discussion of the Toxoplasma strains, including the exotic, 
which are not infectious to humans. The animal experiments involve 
handling precautions comparable to the lab setting. For infection of cats, 
there is possibility of creating infectious potential, but there is a 2 week 
window of non-infectious state, and this animals will only be used through 
6-11 days. 
The PI needs to: 
- LASC staff potentially handling animals on this protocol must be trained in 
proper safe handling SOP for Toxoplasma gondii. 
 
Recommendation: Approved 
For: 15 
Against: 0 
Abstain: 0 
 

B. Approved Expedited Amendments: 
1. Protocol 685 

“Growth of laboratory adapted, vaccine and wild-type canine distemper virus 
and marine morbilliviruses and generation of recombinant laboratory-adapted, 
vaccine and wild-type canine distemper and marine morbilliviruses” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition/removal of personnel, addition of lab space (NEIDL 
BSL 2 only) and agents 
 

2. Protocol 1216 
“Generation of mini-genomic cDNA clones of Crimean-Congo Hemorrhagic 
Fever Virus” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition/removal of personnel, addition of lab space (NEIDL 
BSL 2 only) 
 

3. Protocol 1454 
“Growth of laboratory adapted and wild-type respiratory syncytial viruses and 
human metapneumoviruses and generation of recombinant laboratory-adapted 
and wild-type respiratory syncytial viruses and human metapneumoviruses” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition/removal of personnel, addition of lab space (NEIDL 
BSL 2 only) 
 



4. Protocol 1453 
“Use of vesicular stomatitis virus (VSV) as a vector for expression of foreign 
proteins and to generate viral pseudotype particles displaying foreign viral 
surface glycoproteins” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition/removal of personnel, addition of lab space (NEIDL 
BSL 2 only) 
 

5. Protocol 729 
“Generation of mini- and full-length genomic cDNA clones of Mapuera Virus.” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition/removal of personnel, addition of lab space (NEIDL 
BSL 2 only) 
 

6. Protocol 650 
“Growth of laboratory adapted, vaccine and wild-type measles viruses and 
generation of recombinant laboratory-adapted, vaccine and wild-type measles 
viruses” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition/removal of personnel, addition of lab space (NEIDL 
BSL 2 only) 
 

7. Protocol 1652 
“Enterovirus 71 Models and Countermeasures” 
Biosafety Level: BSL-2, ABSL-2 
Expedited Change: Addition of lab space (NEIDL BSL 2 only) 
 

8. Protocol 540 
“Dengue virus infection of African green monkeys; Flavivirus infection of rhesus 
macaques” 
Biosafety Level: BSL-2, ABSL-2 
Expedited Change: Addition of lab space (NEIDL BSL 2 only) 
 

9. Protocol 1409 
“Replication and Transcription of Filoviruses; Early Host Immune Response in 
Protection against Filovirus Infection” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of lab space (NEIDL BSL 2 only) 
 

10. Protocol 678 
“Regulation of HIV by T-Cell Signal Transduction; Regulation of HIV 
Transcriptional Elongation; Redox Regulation of HIV Transcription” 
Biosafety Level: BSL-2+, N/A 
Expedited Change: Downgrade of lab from BSL3 to BSL2+ 
 

11. Protocol 1630 
“HIV-1 transmission pathogenesis” 
Biosafety Level: BSL2+, N/A 



Expedited Change: Downgrade of lab from BSL3 to BSL2+  
 

12. Protocol 618 
“A system biology approach to tuberculosis-Gene regulation in Mycobacterium 
tuberculosis” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of teaching project 

 
13. Protocol 1215 

“Growth of laboratory adapted, vaccine and wild-type mumps viruses and 
generation of recombinant laboratory-adapted, vaccine and wild-type mumps 
viruses” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition/removal of personnel, addition of lab space (NEIDL 
BSL 2 only) 
 

14. Protocol 1231 
“1- Infection-elicited oral bone loss: TLR2, ontogeny, and Porphromonas 
gingivalis; 2- Innate immunity, lipid signaling and chronic infection; 3- Interferon 
regulatory factors and periodontal disease; 4- Interactions of Porphyromonas 
gingivalis with adipocytes: pathogen-specific modeling of blood microbiome and 
inflammatory change in obesity” 
Biosafety Level: BSL-2, ABSL-2 
Expedited Change: Addition of personnel 
 

15. Protocol 824 
“Characterization of human hematopoietic and endodermal progenitors derived 
from iPS cells free of reprogramming transgenes; Determinants of Cell Fate and 
Differentiation in the Developing Lung; Hemangioblast Transplantation for 
Reconstitution of Lung Endothelium; Stem cell Reconstitution of the Lung 
Alveolus” 
Biosafety Level: BSL-2, ABSL-2 
Expedited Change: Addition of cell line and grant 
 

16. Protocol 1470 
“Mechanisms of metastatic melanoma phenotype development” 
Biosafety Level: BSL-2, ABSL-2 
Expedited Change: Addition of agent 
 

17. Protocol 756 
“The role of pheomelanin in melanoma development” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of agent 



V. Annual Renewals 

A. Annual Renewal of Protocols with Minor Changes 
1. Protocol 615 

“The use of non-transformed human colonic epithelial cells (NCM460) to 
investigate neurokinin 1 receptor signaling pathways” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of personnel, human cells, location 
 

2. Protocol 887 
“New vaccines to protect against hemorrhagic fever viruses” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of lab space. 
 

3. Protocol 1260 
“DEFINING THE ROLE OF POLARITY COMPLEXES IN THE HIPPO TUMOR 
SUPPRESSOR PATHWAY” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of funding source and personnel  
 

4. Protocol 1203 
“1) Anti-inflammatory regulation of beta-amyloidosis,; 2) In Vivo Reconstitution 
Models of Beta-Amyloidosis and NeuroAIDS; 3) Creation of TTBK-1 and TTBK-2 
Conditional Knockout Mouse Strains; 4) Invention and Clinical Application of 
Protein Kinase Inhibitors” 
Biosafety Level: BSL-2, ABSL-1 
Expedited Change: Addition of personnel 

 
5. Protocol 616 

“Regulation of Cytokines” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of funding and personnel 
 

6. Protocol  
“MRNA EXPRESSION AND PATHOLOGY IN SCLERODERMA LUNG AND SKIN; 
FIBROBLAST AND IMMUNE CELL CULTURE FROM SKIN; IDENTIFICATION OF 
BIOMARKERS IN SKIN FOR DISEASE ACTIVITY AND PROGRESSION IN 
SCLERODERMA; BIOMARKER ASSAYS OF SCLERODERMA SKIN” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Change in personnel 
 

7. Protocol 1285 
“Insulin regulation of cell nutrition; Secretion from adipose cells; Regulation of 
lipolysis” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Change in personnel 
 



8. Protocol 1023 
“Tumor suppressor gene functions in development and cancer” 
Biosafety Level: BSL-2, ABSL-1 
Expedited Change: Addition of person and material 
 

9. Protocol 604 
“Transcranial Magnetic Stimulation in Major Depression with EEG and NIRS 
Monitoring” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Change in personnel  
 

10. Protocol 1103 
“Hemodialysis Fistula Maturation Consortium Study” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Change in personnel  
 

11. Protocol 896 
“Environmental PPAR Agonists Accelerate Aging of Bone and Impair 
Lymphopoiesis” 
Biosafety Level: BSL-2, N/A 
Expedited Change: Addition of personnel, location and material 

B. Annual Renewal of Protocols with no Proposed Changes 

12. Protocol 1007 
“Mitochondrial dynamics in beta cell function and dysfunction Metabolic Signal 
Transduction in Adipocytes” 
Biosafety Level: BSL-2, N/A 
 

13. Protocol 1340 
“Neuromodulation and Cortical Memory Function” 
Biosafety Level: BSL-2, N/A 
 

14. Protocol 877 
“Functional Studies of Granulocyte Membranes” 
Biosafety Level: BSL-2, N/A 

 
15. Protocol 1503 

“Iodine Content of Vegans and Vegetarian Diets” 
Biosafety Level: BSL-2, N/A 
 

16. Protocol 525 
“Isolation of DNA and RNA from cells, tissues, blood and saliva samples.” 
Biosafety Level: BSL-2, N/A 
 

17. Protocol  
“1- Infection-elicited oral bone loss: TLR2, ontogeny, and Porphromonas 
gingivalis; 2- Innate immunity, lipid signaling and chronic infection; 3- Interferon 



regulatory factors and periodontal disease; 4- Interactions of Porphyromonas 
gingivalis with adipocytes: pathogen-specific modeling of blood microbiome and 
inflammatory change in obesity” 
Biosafety Level: BSL-2, ABSL-2 

 
18. Protocol 1314 

“Cellular Imaging Core” 
Biosafety Level: BSL-2, N/A 
 

19. Protocol 848 
“Molecular analysis of BRD2 signaling and B cell function; Biomarkers for 
lymphoma in a new transgenic mouse model; A novel, inducible nuclear kinase 
linked to leukemia; BRD2 signaling and B cell proliferation; B cell proliferation 
regulated through BRD2 signaling; Mechanisms of Brd2 immunoprotection from 
insulin resistance” 
Biosafety Level: BSL-2, ABSL-1 
 

20. Protocol 1403 
“Interaction of vitamin D and fish oil on the prevention and treatment of 
prostate cancer” 
Biosafety Level: BSL-2, N/A 
 

21. Protocol 698 
“1. Genetic determinants of hypertension susceptibility in humans; 2. Role of 
AVR, ADM and ANPEP in human essential hypertension; 3. Analysis of human 
tumor xenograft models” 
Biosafety Level: BSL-2, N/A 
 

22. Protocol 598 
“Growth Factors and Gingival Fibrosis; The Lysyl Oxidase Propeptide and Bone 
Metastasis; Lysyl oxidase Isoforms in Oral Cancer; Inhibited Intramembranous 
Bone Healing in Diabetes; Lysyl Oxidase Propeptide: Breast Cancer Inhibitor” 
Biosafety Level: BSL-2, N/A 
 

23. Protocol 1377 
“Biomarkers of early kidney damage among adolescents in Nicaragua” 
Biosafety Level: BSL-2, N/A 
 

24. Protocol 1298 
“HAT HBO1 in epithelial cell cycle and kidney injury” 
Biosafety Level: BSL-2, N/A 
 

25. Protocol 714 
“MYOKINES AND THE CARDIAC SECRETOME IN PATIENTS WITH HEART FAILURE 
(previously called ROS in heart failure patients)” 
Biosafety Level: BSL-2, N/A 
 



26. Protocol 637 
“MRSA Colonization in the ICU” 
Biosafety Level: BSL-2, N/A 
 

27. Protocol 756 
“The role of pheomelanin in melanoma development” 
Biosafety Level: BSL-2, N/A 
 

28. Protocol 850 
“Transformation of Cells by the REL Oncogene (NIH); Sea Anemone NF-kB 
Signaling (NSF)” 
Biosafety Level: BSL-2, ABSL-2 
 

29. Protocol 1309 
“Mechanisms of neural stem cell self-renewal and differentiation” 
Biosafety Level: BSL-1, N/A 
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RECORDS OF DECISION 
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21–654 was approved on November 10, 
2004. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its applications for patent extension, 
this applicant seeks 1,477 (U.S. Patent 
No. 5,656,667), 1,413 (U.S. Patent No. 
5,698,594), and 1,728 (U.S. Patent No. 
5,502,077) days of patent term 
extension. 

Anyone with knowledge that any of 
the dates as published is incorrect may 
submit to the Division of Dockets 
Management (see ADDRESSES) written or 
electronic comments and ask for a 
redetermination by April 3, 2006. 
Furthermore, any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period by 
August 1, 2006. To meet its burden, the 
petition must contain sufficient facts to 
merit an FDA investigation. (See H. 
Rept. 857, part 1, 98th Cong., 2d sess., 
pp. 41–42, 1984.) Petitions should be in 
the format specified in 21 CFR 10.30. 

Comments and petitions should be 
submitted to the Division of Dockets 
Management. Three copies of any 
mailed information are to be submitted, 
except that individuals may submit one 
copy. Comments are to be identified 
with the docket number found in 
brackets in the heading of this 
document. Comments and petitions may 
be seen in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: January 5, 2006. 
Jane A. Axelrad, 
Associate Director for Policy, Center for Drug 
Evaluation and Research. 
[FR Doc. E6–1365 Filed 2–1–06; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Emerging Infectious Diseases 
Laboratories Record of Decision 

ACTION: Notice. 

SUMMARY: The Department of Health and 
Human Services, the National Institutes 
of Health (NIH), has decided, after 
completion of a Final Environmental 
Impact Statement (FEIS) and a thorough 
consideration of the public comments 
on the Draft EIS and Supplemental EIS, 

to implement the Proposed Action, 
which is identified as the Preferred 
Alternative in the Final EIS. This action 
is to partially fund the construction of 
a state-of-the-art National 
Biocontainment Laboratory (NBL), to be 
called the National Emerging Infectious 
Diseases Laboratories (NEIDL), at the 
Boston University Medical Center 
(BUMC) Campus in Boston, 
Massachusetts. 

FOR FURTHER INFORMATION CONTACT: 
Valerie Nottingham, Chief of the 
Environmental Quality Branch, Division 
of Environmental Protection, Office of 
Research Facilities Development and 
Operations, NIH, Building 13, Room 
2W64, 9000 Rockville Pike, Bethesda, 
MD 20892, Fax 301–480–8056, e-mail 
nihnepa@mail.nih.gov. 

SUPPLEMENTARY INFORMATION: 

Decision 

After careful review of the 
environmental consequences in the 
Final Environmental Impact Statement 
for the National Emerging Infectious 
Diseases Laboratories (Final NEIDL EIS), 
and consideration of public comment 
throughout the NEPA process, the NIH 
has decided to implement the Proposed 
Action described below as the Selected 
Alternative. 

Selected Alternative 

The NIH plans to partially fund the 
construction of a state-of the art 
National Biocontainment Laboratory, 
which will be known as the National 
Emerging Infectious Diseases 
Laboratories (NEIDL), on the Boston 
University Medical Center Campus in 
Boston, Massachusetts. The NIH will 
fund approximately $128 million 
dollars. The proposed NEIDL will 
enhance national security through the 
development and evaluation of 
improved diagnostics, therapeutics, and 
vaccines for the protection against 
naturally emerging and re-emerging 
diseases, including those that have the 
potential for bioterrorism. The proposed 
NEIDL will not conduct research to 
develop biological weapons. 

The proposed NEIDL facility will be 
a new steel and reinforced concrete 
seven-story building that will be 
constructed within the BioSquare 
Research Park, with a total assignable 
area of 84,100 square feet, and will 
house Biosafety Level (BSL)–4, BSL–3, 
and BSL–2 facilities, BSL–4 and BSL–3 
animal facilities, an Arthropod 
Containment Level (ACL)–3 insectary, 
offices, conference rooms, and support 
facilities including an effluent treatment 
room, secure loading dock, and 

dedicated mechanical floors to enhance 
containment features of the building. 

The proposed NEIDL facility will be 
designed to safely support all the 
superimposed loads applied to the 
building and will be constructed to the 
requirements of Seismic Performance 
Category C, which assures that the 
building structure stays functional after 
a seismic event. In addition to standby 
generators to provide power in the event 
of a power outage, the NEIDL facility 
will have a distributed on-line 
uninterruptible power supply to power 
the BSL–4 laboratory biosafety cabinets, 
critical building control panels and 
alarms. The four biosafety levels have 
increasingly stringent design, security, 
and containment requirements. The 
safety levels are determined based on 
the biological materials used in research 
and the ways they affect the human 
population. BSL–1 facilities have no 
requirements for safety equipment, 
while BSL–4 facilities have extensive 
and multiple requirements for safety 
equipment and facility design such as 
isolation, buffer zones, airflow and 
pressure requirements, and high 
efficiency particulate air (HEPA) 
filtration. 

The building also will be provided 
with an environmental monitoring 
system to assess room pressure 
differentials (to ensure negative pressure 
in the biocontainment areas), smoke 
detection, and the pressure drop 
condition HEPA filters. Visual 
indicators (such as pressure gauges) and 
audible or strobic alarms will alert 
NEIDL personnel in the event of an 
emergency or situation that requires 
corrective action or other response. The 
NEIDL will have fire protection systems 
that meet or exceed requirements 
specified by the National Fire Protection 
Association and all applicable local, 
state, Federal, and BUMC requirements. 

The design of the proposed NEIDL 
facility’s BSL–4, –3, and –2 laboratories 
will comply with the recommendations 
and requirements of the Centers for 
Disease Control (CDC) and the NIH joint 
publication addressing biosafety in 
laboratories, the current edition 
Biosafety in Microbiological and 
Biomedical Laboratories, as well as 
NIH’s Design Policies and Guidelines 
for Biomedical Research Laboratories. 
The BSL–4, –3, –2 animal laboratories 
will further comply with the 
recommendations and requirements of 
the latest edition of Guide for Care and 
Use of Laboratory Animals, published 
by the National Research Council. 

The BSL–4 laboratory environment 
employs the concept of a ‘‘box-within- 
a-box’’ principle, whereby the 
laboratory is built within a pressure- 
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controlled buffer. The BSL–4 
laboratories will be physically and 
functionally independent from other 
laboratory functions. All penetrations in 
the walls, ceilings, and floor will be 
sealed. The control system for 
maintaining the required pressure 
differentials will be capable of being 
monitored inside and outside of the 
laboratory. The BSL–4 laboratories will 
utilize a series of airlocks for entry and 
exit, will have dedicated supply and 
exhaust ventilation, and workers in the 
BSL–4 laboratories will use positive 
pressure ventilation suits. 

Workers will be required to take a 
chemical shower to decontaminate the 
surface of their suits before they can 
leave the area. Prior to emission through 
stacks on the building roof, exhaust air 
from the negatively pressurized BSL–4 
laboratories will pass through dual 
HEPA filters mounted in series in a 
dedicated sealed exhaust system. The 
exhaust will also pass through isolation 
dampers that will close within seconds 
upon receipt of a containment isolation 
signal. In addition, each laboratory will 
be equipped with multiple Class II 
Biosafety Cabinets with their own HEPA 
exhaust system. Liquid waste will be 
sterilized in a biowaste cooker system 
before discharge. Solid waste will be 
sterilized in autoclaves prior to leaving 
containment areas. 

The NEIDL BSL–3 laboratories, BSL– 
3 animal laboratories, and ACL–3 
insectary will be separated by restricted 
traffic flow within the building and 
access to the laboratory will be 
restricted by the use of electronic 
recognition devices. A ventilated airlock 
will separate the common corridors 
from the containment facility. The 
airlock doors will be interlocked to 
prevent simultaneous opening of doors 
between the outside corridor and the 
containment areas. Directional airflow 
will be provided through the airlock 
with differential pressure monitoring. 

Similar to the BSL–4 requirements, all 
electrical conduit, plumbing piping, 
supply and exhaust ducts and 
miscellaneous penetrations will be 
sealed at the point of penetration into 
the BSL–3 laboratory to ensure a tight 
structure. Tap water entering the BSL– 
3 laboratories through spigots in the 
sinks will have backflow preventors to 
protect the potable water distribution 
system from contamination. All BSL–3 
laboratories will operate under negative 
air pressure. A dedicated, ducted HVAC 
system will draw air into the BSL–3 
laboratories from the surrounding areas 
toward and through the BSL–3 
laboratories with no recirculation from 
the laboratories to other areas of the 
building. This direction of airflow into 

the laboratories and the biosafety 
cabinets will be verifiable with 
appropriate visual and audible alarm 
systems to notify personnel of HVAC 
problems or system failure. All air will 
be discharged outside the building 
through HEPA filters. Each BSL–3 
laboratory will be equipped with Class 
II biosafety cabinets. Each BSL–3 
laboratory will be provided with 
shower-out facilities for researchers 
along with autoclaves for solid waste 
treatment prior to removal. Liquid waste 
will be chemically decontaminated 
prior to discharge and solid waste will 
be sterilized in autoclaves prior to 
leaving the laboratories. 

Work with moderate-risk biological 
material will be conducted in BSL–2 
laboratories. The air supply system will 
be designed to maintain negative air 
pressure in relationship to 
administrative space, offices, and 
corridors. There will be no HEPA 
filtration for BSL–2 exhaust. Liquid 
waste will be chemically 
decontaminated prior to discharge and 
solid waste will be sterilized in 
autoclaves prior to leaving the 
laboratories. 

The design and construction of the 
NEIDL facility will address security 
concerns. Security measures are 
discussed below. Scenarios involving 
terrorist or intentionally destructive acts 
at the NEIDL have been analyzed in an 
independent Threat and Risk 
Assessment (TRA). The design as well 
as security plans and procedures of the 
NEIDL facility will address the TRA 
analysis and recommendations. 

The NEIDL will be surrounded by a 
protective fencing system that allows for 
controlled access at staffed checkpoints 
for both vehicles and pedestrians and to 
create setbacks of approximately 100 
feet from any location that could 
accommodate unscreened pedestrian 
traffic. Vehicular access would be 
strictly limited to BUMC vehicles and 
selected delivery and service vehicles. 
The service and loading area will be 
located on the south side of the facility 
within the secure perimeter. Pedestrian 
access to the building will be limited to 
a single entrance and security officers 
will be assigned to provide protective 
services at the site twenty-four hours a 
day, monitoring both the building and 
the grounds. 

Access to the NEIDL facility will be 
strictly controlled by various measures. 
All employees will undergo background 
and security checks prior to being 
assigned to a laboratory area. Strict 
operational protocols, including specific 
training, would be imposed on 
laboratory personnel prior to working in 
the facility. Security officers will be on 

duty twenty-four hours a day to monitor 
controlled access. All employees will be 
required to wear security badges. 
Furthermore, security cameras will be in 
use, biometric access systems will be 
utilized, and all deliveries will be 
screened. 

Access to the BSL–4 laboratory will 
be restricted to people whose presence 
is required and authorized. Air pressure 
resistant, lockable doors will be 
monitored and controlled by the 
security system. A log of persons 
entering and exiting the laboratory with 
name, time, date, and reason for 
entering the lab will be maintained and 
the log would be frequently audited by 
BUMC’s Office of Environmental Health 
and Safety (OEHS). 

Alternatives Considered 
The NIH considered the two 

reasonable alternatives identified and 
considered in the Final EIS: (1) The 
Proposed Action Alternative (now the 
selected alternative) and (2) the No 
Action Alternative (not constructing the 
NEIDL). Previously, NIH examined 
several sites and various facility 
designs. Sites for the NBL were 
evaluated if there was a reasonable 
expectation that a facility could be 
constructed with the available funding, 
in a reasonable time, and while meeting 
federal safety criteria. To meet these 
constraints, two minimum siting criteria 
were established. These criteria 
included: (1) The site must be 
controlled (owned or currently leased) 
by Boston University (to remain within 
funding and timing constraints); and (2) 
The lot size must be sufficient to 
accommodate a minimum building size 
of 190,000 square feet (sf) and at the 
same time meet federal security setback 
requirements. Applying the above 
screening criteria reduced the potential 
sites for detailed evaluation to four 
locations and four designs, one of which 
became the Proposed Action. The three 
other alternatives considered were a site 
on the 210 acre BU Corporate Education 
Center in Tyngsborough, Massachusetts; 
a site at the BU Charles River Campus; 
and a site at the BU Sargent Center for 
Outdoor Education in Petersborough, 
New Hampshire. These other sites and 
designs were considered technically 
inferior, provided no environmental 
advantage compared to the Proposed 
Action, or would not meet the purpose 
and need as efficiently as the Proposed 
Action. Therefore, they were eliminated 
from detailed analysis in the EIS. 

Factors Involved in the Decision 
Several factors were involved in the 

NIH’s decision to proceed with the 
Proposed Action. Based on analyses in 
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the Draft EIS, the Supplemental EIS and 
Final EIS, the Proposed Action best 
satisfies the stated Purpose and Need, 
which is to rectify the national shortage 
of biological containment facilities with 
laboratories and procedures for 
handling potentially lethal infectious 
agents. This national shortage of 
biological containment facilities 
represents a substantial impediment to 
conducting research on infectious 
diseases and is a national biodefense 
vulnerability. To be most effective, these 
facilities must be located where 
established teams of researchers are 
already working on related scientific 
problems. Additionally, the biological 
containment facilities should be located 
in an area with existing infrastructure 
critical to providing timely public 
health support in the case of a national, 
state, or local disease outbreak or 
bioterrorism emergency. Locating a new 
national biocontainment laboratory at 
the Boston University Medical Center 
campus takes advantage of BU’s 
extensive expertise in biological 
medical research, and its infrastructure 
as a regional medical center. 

Resources Impacts 
The Final EIS describes potential 

environmental effects of the Selected 
Alternative. These potential effects are 
documented in Chapter 4 of the Final 
EIS. Any potential adverse 
environmental effects will be avoided or 
mitigated through design elements, 
procedures, and compliance with 
regulatory and NIH requirements. 
Potential impacts on air quality are all 
within government standards (federal, 
state, and local). NIH does not expect 
negative effects on the environment or 
on the citizens of Boston from 
construction and operation of the 
NEIDL. 

Summary of Impacts 
The following is a summary of 

potential impacts resulting from the 
Selected Action that the NIH considered 
when making its decision. No adverse 
cumulative effects have been identified 
during the NEPA process. Likewise, no 
unavoidable or adverse impacts from 
implementation of the Selected Action 
have been identified. The Selected 
Action will be beneficial to the long- 
term productivity of the national and 
world health communities. Biomedical 
research conducted at the NEIDL facility 
will have the potential to advance 
techniques in disease prevention, 
develop disease immunizations, and 
prepare defenses against naturally 
emerging and re-emerging diseases and 
against bioweapons. Additionally, the 
local community will benefit from 

increased employment, income and, 
government and public finance. 

Housing 
Temporary impacts during 

construction are expected to have a 
minimal effect on the existing 
residential neighborhoods. The Boston- 
NBL site is bounded by a regional 
commercial wholesale florist market on 
the east, a highway on the south, the 
Boston University Medical Center on 
the north, and the BioSquare Phase 1 
Research Park on the west. Residential 
neighborhoods are found north of the 
site on two side streets off Albany Street 
and one block north of the site off of 
Harrison Avenue. Construction traffic 
will avoid residential areas and rely on 
Albany Street for access. 

With over 250,000 housing units in 
the City of Boston, the Project would 
have no adverse impact on housing 
stock. As required by local ordinance, 
the Project would participate in the City 
of Boston’s Affordable Housing Program 
through a contribution to the City’s 
Neighborhood Housing Trust in the 
amount of approximately $920,000 to be 
used for the creation of new affordable 
housing. NIH funds would not be used 
for this contribution. 

Education 
The current public school capacity in 

the South End would be adequate to 
accommodate the expected minimal 
growth caused by the Boston-NBL 
facility. 

Transportation 
The results of a traffic analysis 

conducted for the BioSquare Phase II 
Final Environmental Impact Report/ 
Project Impact Report (EIR/PIR) 
demonstrates that the transportation 
infrastructure is adequate to support the 
Project. The 70 trips entering and 
leaving the site during each of the a.m. 
and p.m. peak hours that are specifically 
attributed to the NBL represents only 
15–16 percent of the additional peak 
hour traffic; they are not sufficient in 
and of themselves to change operations 
significantly at any of the study area 
locations. The potential introduction of 
new access to and from the regional 
highway system would remove existing 
and future vehicle trips from the 
congested corridors of Massachusetts 
Avenue and Albany Street. Traffic flow 
on the Massachusetts Avenue Connector 
(MAC) is limited by the signalized 
intersections at Massachusetts Avenue/ 
Southampton Street/Melnea Cass 
Boulevard/MAC and Massachusetts 
Avenue/Albany Street, which are 
presently at capacity. By creating an 
access point to BioSquare from the 

highway system, the Project would 
reduce existing and future site generated 
traffic from these critical intersections. 

Community Safety and Risk 
Records from the past 21 years of 

accidents at NIAID laboratories indicate 
an outstanding record of safety showing 
that in more than 3 million hours of 
exposure, there have been only one 
clinical infection and four silent 
infections (no manifestation of disease 
symptoms). In this 21-year period, there 
has been no agent released from any of 
these laboratories to cause infection in 
the general population. Nationwide, 
there have been no clinical infections 
from working with BSL–4 agents during 
the past 31 years at NIAID supported 
laboratories and no documented cases of 
a laboratory worker’s family members or 
the public acquiring a disease from 
NIAID laboratory operations. 

Records of all reported laboratory 
accidents were reviewed from the past 
ten years by the BUMC Occupational 
and Environmental Medicine 
Department and it has been confirmed 
by that BUMC did not have any 
laboratory-acquired infections from 
research work at BSL–2 and BSL–3 with 
the exception of an incident in 2004 in 
which three research laboratory workers 
were accidentally infected with 
tularemia bacteria in their BSL–2 lab. 
Corrective actions already identified 
and implemented to prevent this type of 
accident from occurring again include 
increased safety training and procedures 
for lab workers; strengthened laboratory 
safety procedures; unannounced safety 
inspections of BUMC laboratories; 
applying additional tests and safeguards 
to infectious material sent to BUMC for 
research purposes; and working with 
the Boston Public Health Commission to 
improve the notification process. 

With approximately 14 million hours 
of operating time in the laboratories 
during the ten year period described 
above there were nine incidents of 
animal bites; sixteen incidents of 
percutaneous penetration; and two 
incidents of eye splashes that occurred 
within BSL–2 laboratories. None of the 
exposures listed above, with the 
exception of the tularemia incident led 
to illness or evidence of serological 
exposure. 

Operation of the NEIDL is expected to 
result in beneficial human health 
impacts. The NEIDL facility will allow 
the development of diagnostic tests, 
management strategies, and vaccines for 
a number of emerging viral diseases and 
agents that may be used to cause 
intentional harm. The NEIDL facility 
will also allow for the training of 
additional scientists in maximum 

VerDate Aug<31>2005 15:26 Feb 01, 2006 Jkt 208001 PO 00000 Frm 00035 Fmt 4703 Sfmt 4703 E:\FR\FM\02FEN1.SGM 02FEN1hs
ro

bi
ns

on
 o

n 
P

R
O

D
1P

C
71

 w
ith

 N
O

TI
C

E
S



5673 Federal Register / Vol. 71, No. 22 / Thursday, February 2, 2006 / Notices 

biocontainment conditions, and 
increase the laboratory space available 
for conducting experiments that require 
maximum containment in response to 
emerging and re-emerging infectious 
diseases. 

To ensure that the project does not 
create any adverse public health 
impacts, an analysis was prepared to 
address the potential risk to the public 
of a ‘‘worst case scenario’’ involving loss 
of containment systems in the BSL–4 
laboratory that coincides with a release 
within the facility. A quantitative risk 
assessment was performed with regard 
to a theoretical infectious agent release 
to the surrounding community from the 
Boston-NBL. The risk assessment 
examined a laboratory accident within 
the BSL–4 laboratory that coincided 
with potential catastrophic failure of 
containment equipment. The ‘‘worst 
case scenario’’ also included an analysis 
of a scenario depicting a laboratory 
acquired infection; a scenario depicting 
a release due to failure to decontaminate 
exhaust air; a scenario depicting the 
escape of an infected animal; a scenario 
depicting a biological material 
shipment; and a scenario depicting an 
unauthorized removal of biological 
material from containment area. The 
results of these studies showed the 
predicted maximum exposure to any 
member of the community from the 
‘‘worst case scenario’’ is 0.29 spores 
over the entire duration of the event. As 
the exposure to a partial spore is not 
feasible, the risk of public harm is so 
minute that it may be described as 
negligible. 

In order to address the concerns about 
community safety that were raised in 
public comments, the NIH prepared an 
additional risk assessment. An 
additional exposure modeling strategy 
was applied to the proposed Boston 
University site. The ‘‘Maximum Possible 
Risk’’ or MPR model was developed by 
the NIH in response to comments from 
the public. Fifteen different scenarios 
were subjected to analysis using the 
MPR model. The MPR model analysis 
included three scenarios depicting spills 
and work disruptions; one scenario 
depicting a spill on the floor with no 
HEPA filter in the HVAC system; one 
scenario depicting a spill on the floor 
during a power outage; two scenarios 
depicting physical removal of biological 
material; two scenarios depicting fire; 
and seven scenarios depicting 
explosions. The conclusions of the MPR 
model showed that all fifteen scenarios 
had no probability of public health 
harm. 

In summary, twenty-one different risk 
scenarios, six in the original risk 
assessment and fifteen in the 

supplemental risk assessment, were 
examined in total. All twenty-one 
scenarios supported the conclusion that 
the facility poses negligible risk to the 
community. 

Employment 
The Boston-NBL facility will create 

approximately 1,300 temporary 
construction jobs and 660 new 
permanent positions. These new 
positions include all types and levels 
including environmental services, lab 
technicians, scientists, and 
administrative staff. The majority of 
positions would require skilled and 
experienced workers. 

During construction, the project will 
comply with the City of Boston Jobs 
Policy through the creation of a Boston 
Residents Construction Plan, 
establishing goals for the recruitment of 
local residents for construction 
employment. 

BUMC is committed to working with 
City agencies to ensure that Boston 
residents have the opportunity to 
benefit from the new employment 
generated by the facility. Toward this 
end, there would be opportunities for 
local residents to obtain training for 
various positions, such as laboratory 
staff, which would in turn benefit the 
local economy. The Boston-NBL facility 
will contribute approximately $185,000 
to the City of Boston’s Neighborhood 
Jobs Trust for training purposes. 

Income 
The Boston-NBL facility, like other 

BUMC facilities, would bring large 
infusions of outside money to the area 
to finance the laboratory’s work. The 
NEIDL will have positive economic 
impact on the South End and 
surrounding neighborhoods throughout 
the construction and operation phases. 
The total direct wages to be paid per 
year at the Boston-NBL is projected to 
be $33,000,000, of which 21.4%, or a 
total of $7,062,000, is expected to go to 
Boston residents. 

Environmental Justice 
During the construction phase of the 

project, neighborhoods immediately 
abutting the Project site, including 
Environmental Justice communities 
(communities where 25% or more of the 
population is defined as a minority), 
may experience temporary impacts from 
construction because of their location 
and proximity. There will be no 
disproportionate effect on 
Environmental Justice communities. 
The project will develop a Construction 
Management Plan to minimize 
construction related transportation 
impacts. 

The worst case scenario analysis 
shows that during operations of the 
laboratory there will be negligible risk to 
public health for the entire community. 
Therefore, there will be no 
disproportionate impact on 
Environmental Justice communities 
during operations. 

Visual Quality 
The project has been designed to 

complement the existing urban design 
context of the project area. The site plan 
and massing of the project would help 
to mend the irregular urban edge that 
now exists along Albany Street. The site 
design and building massing have been 
reviewed with the Boston 
Redevelopment Authority (BRA) urban 
design staff as part of the design review 
process to assure compliance with BRA 
guidelines and recommendations. 

Noise 
Construction of the project will result 

in a temporary increase in daytime 
sound levels near the site. The 
maximum L10 (sound level exceeded 
10% of the time) during construction is 
estimated to be 71 dBA, which complies 
with the City of Boston Noise Control 
Regulation that permits L10 levels from 
construction operations to exceed 75 
dBA. To reduce noise from construction 
the project would install high-grade 
mufflers on the diesel powered 
construction equipment and generators; 
combine noisy operations to occur for 
short durations during the same time 
periods; and perform construction 
activities only between the hours of 7 
a.m. to 5 p.m. 

Air Quality 
The laboratory exhaust system will be 

designed to avoid any air quality 
impacts inside or outside the building 
under normal operations. The potential 
air quality effects from the laboratories 
will be minimized by: (1) Combining the 
exhaust vents from the internal 
laboratory hoods into groups before 
connecting to rooftop exhaust fans, thus 
providing enhanced dilution of any 
laboratory chemical emissions before 
they reach ambient air; (2) designing the 
rooftop stacks to have exit velocities of 
at least 3,000 feet per minute as a stack 
exit velocity of this magnitude would be 
sufficient to avoid stack tip downwash, 
a phenomenon in which the emissions 
from the stack are drawn downward as 
strong winds blow by the stack; (3) 
carefully controlling and limiting the 
storage of all chemicals within the 
building to minimize chemical 
emissions, liquid chemicals would not 
be left exposed to the air and would 
always be contained and transferred 
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within closed glassware; and (4) 
handling liquid chemicals in small 
quantities to reduce the potential air 
quality impacts in the event of an 
accidental spill. 

The National Ambient Air Quality 
Standards (NAAQS) were established to 
protect public health and welfare, with 
a margin for safety. An air quality 
dispersion modeling analysis was 
performed for the generators, boilers 
and laboratory vents at the Boston-NBL 
in accordance with the U.S. EPA and 
state Department of Environmental 
Protection (DEP) modeling guidelines. 
The dispersion modeling results 
demonstrated that the maximum 
cumulative concentrations of criteria air 
pollutants from the boilers and 
generators, modeled with the existing 
interactive sources, and with 
background air pollutant concentrations 
added, will be safely in compliance 
with the NAAQS for all of the criteria 
air pollutants analyzed. 

During the construction period, the 
project will comply with the state DEP 
Diesel Retrofit Program to reduce 
emissions from construction-related 
vehicle exhaust. 

Wastewater/Water Supply 
The daily sewage flows are estimated 

at 45,825 gallons per day (gpd) based on 
existing flows at similar BUMC labs. 
The project does not require 
improvements to existing sewage 
infrastructure. Sanitary sewage for the 
proposed project would be carried by 
the New Albany Street Interceptor, 
which is designed to carry a theoretical 
flow of 16 million gallons per day 
(mgd). This project anticipates a total 
new daily flow of 45,825 gpd, or 
approximately 0.29% of the theoretical 
capacity of the interceptor. The 
estimated peak sewage flow of 137,475 
gpd would be approximately 0.86% of 
the system capacity. At the time the 
New Albany Street Interceptor was 
designed, much larger flows were 
expected from this area. Accordingly, 
there is more than sufficient capacity in 
the system to accommodate the 
additional flows from this project and 
the project will have no adverse effects 
on existing wastewater systems 

The Boston-NBL will have a 
segregated plumbing system that will 
carry laboratory wastewater from every 
non-BSL–4 area to mixing tanks in the 
basement where pH adjustment and 
compliance sampling would occur prior 
to discharge to the sanitary system. The 
BSL–4 areas of the Boston-NBL building 
would feature a sterilization system 
designed to use heat to kill any 
biological agents that might exist in the 
wastewater from these BSL–4 areas. The 

sterilized effluent from the BSL–4 areas 
will be cooled and neutralized before 
discharge. The discharges from the 
facility will have no adverse effect on 
the wastewater treatment system. 

Existing public water supply systems 
have been significantly upgraded in the 
past several years and has more than 
adequate capacity to service the Boston- 
NBL. The project will have no adverse 
effect on water supply. 

Historic Resources 

The proposed project will be sited in 
an area of large commercial, industrial 
and institutional uses near the South 
End Landmark District and National 
Register District. The Project is located 
within the South End Harrison/Albany 
Protection Area, which covers a 
transitional area adjacent to the above 
districts. The proposed Project meets 
the goals of the Protection Area and thus 
has no adverse effects on historic 
resources. 

Practicable Means To Avoid or 
Minimize Potential Environmental 
Harm From the Selected Alternative 

All practicable means to avoid or 
minimize adverse environmental effects 
from the Selected Action have been 
identified and incorporated into the 
action. The proposed NEIDL facility will 
be subject to the existing BUMC 
pollution prevention, waste 
management, and safety, security, and 
emergency response procedures as well 
as existing environmental permits. Best 
management practices, spill prevention 
and control, and stormwater 
management plans will be developed 
and followed to appropriately address 
the construction and operation of the 
NEIDL and comply with applicable 
regulatory and NIH requirements. No 
additional mitigation measures have 
been identified. 

Pollution Prevention 

Pollution prevention measures are 
described in Chapter 2 of the FEIS and 
reflect standard spill prevention 
procedures. Additional pollution from 
the NEIDL facility is not anticipated. Air 
quality permit standards will be met, as 
will all federal, state, and local 
requirements to protect the environment 
and public health. Additional pollution 
prevention methods will include: 

Reducing construction waste by 
recycling materials wherever possible; 

Water efficient landscaping; and 
Adhering to current BUMC waste 

management practices. 

Monitoring and Enforcement Program 
for Mitigation Measures 

During the preparation of the FEIS, 
several potential environmental issues 
associated with implementation of the 
Selected Alternative were identified. 

The local community is concerned 
about transportation impacts. 
Transportation of agents to and from the 
NEIDL is a concern for some. Strict rules 
and regulations govern how agents are 
packaged, labeled, handled, tracked, 
and transported. The transportation of 
agents will comply with all rules and 
regulations. According to the World 
Health Organization (WHO), worldwide, 
there have never been any cases of 
illness attributable to the release of 
infectious materials during 
transportation. There have been reports 
of damage to outer packaging. The risk 
to the community from the transport of 
infectious agents or other biologically- 
derived material is negligible. 

Emergency planning was raised as a 
concern. BUMC has an existing Incident 
Command System and a detailed 
Disaster Operations Plan that is 
regularly reviewed and will be revised 
to include the operations of the NEIDL. 
Emergency responders in the area are 
confident that they will be capable of 
handling emergency situations. 

In addition, possible adverse health 
and safety impacts on laboratory 
workers in the NEIDL and on nearby 
residents during the operational phase 
of the project were evaluated. The risks 
were deemed to be negligible and 
mitigable through adherence to 
guidelines outlined in the current 
edition of Biosafety in Microbiological 
and Biomedical Laboratories, a joint 
publication of the NIH and CDC, as well 
as other standards for safe operational 
practices. 

Conclusion 

Based upon review and careful 
consideration, the NIH has decided to 
implement the Selected Alternative to 
partially fund the construction of a 
state-of the-art national biocontainment 
laboratory, which will be known as the 
National Emerging Infectious Diseases 
Laboratories (NEIDL) on the Boston 
University Medical Campus (BUMC) in 
Boston, Massachusetts. 

The decision was based upon review 
and careful consideration of the impacts 
identified in the Final EIS and public 
comments received throughout the 
NEPA process. The decision was also 
based on BUMC’s extensive expertise in 
biological medical research, its 
experience in operating BSL–2, and –3 
laboratories, and its infrastructure as a 
regional medical center being able to 
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fulfill the purpose and need to provide 
national biocontainment facilities. Other 
relevant factors included in the 
decision, such as NIAID’s mandate to 
conduct and support research on agents 
of emerging and re-emerging infectious 
diseases, were carefully considered. 

Dated: January 26, 2006. 
Juanita M. Mildenberg, 
FAIA Acting Director, Office of Research 
Facilities Development and Operations, 
National Institutes of Health. 
[FR Doc. E6–1402 Filed 2–1–06; 8:45 am] 
BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Notice of Meeting: Secretary’s 
Advisory Committee on Genetics, 
Health, and Society 

Pursuant to Public Law 92–463, 
notice if hereby given of the ninth 
meeting of the Secretary’s Advisory 
Committee on Genetics, Health, and 
Society (SACGHS), U.S. Public Health 
Service. The meeting will be held from 
9 a.m. to 5 p.m. on March 27, 2006 and 
9 a.m. to 5 p.m. on March 28, 2006 at 
the National Institutes of Health, 
Building 31, C Wing, Conference Room 
6, 31 Center Drive, Bethesda, MD 20892. 
The meeting will be open to the public 
with attendance limited to space 
available. The meeting will be webcast. 

The first day of the meeting will 
include sessions on pharmacogenomics 
and large population studies of genetic 
variation, the environment and common 
disease. The pharmacogenomics session 
will include a review of Federal efforts 
in pharmacogenomics and deliberation 
on draft recommendations in this area. 
The large population studies session 
will involve discussion of a draft report 
that identifies policy issues associated 
with mounting a large population study 
in the United States. 

The second day will be devoted to 
sessions on genetic discrimination and 
patents and licensing issues. The 
genetic discrimination session will 
include an update on the status of 
Federal genetic non-discrimination 
legislation. The patents and licensing 
session will involve a presentation on 
the findings and conclusions of a 
National Academy of Sciences’ report 
on intellectual property rights in 
genomic research and innovation, and a 
discussion on whether there are other 
issues in this arena that warrant 
SACGHS’s further attention. 

Time will be provided each day for 
public comments. The Committee 

would welcome hearing from anyone 
wishing to provide public comment on 
any issue related to genetics, health and 
society. Individuals who would like to 
provide public comment or who plan to 
attend the meeting and need special 
assistance, such as sign language 
interpretation or other reasonable 
accommodations, should notify the 
SACGHS Executive Secretary, Ms. Sarah 
Carr, by telephone at 301–496–9838 or 
e-mail at sc112@nih.gov. The SACGHS 
office is located at 6705 Rockledge 
Drive, Suite 750, Bethesda, MD 20892. 

Under authority of 42 U.S.C. 217a, 
Section 222 of the Public Health Service 
Act, as amended, the Department of 
Health and Human Services established 
SACGHS to serve as a public forum for 
deliberations on the broad range of 
human health and societal issues raised 
by the development and use of genetic 
technologies and, as warranted, to 
provide advice on these issues. The 
draft meeting agenda and other 
information about SACGHS, including 
information about access to the webcast 
will be available at the following Web 
site: http://www4.od.nih.gov/oba/ 
sacghs.htm. 

Dated: January 26, 2006. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 06–979 Filed 2–1–06; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Notice of Meeting: Secretary’s 
Advisory Committee on Genetics, 
Health, and Society 

Pursuant to Public Law 92–463, 
notice is hereby given of the ninth 
meeting of the Secretary’s Advisory 
Committee on Genetics, Health, and 
Society (SACGHS), U.S. Public Health 
Service. The meeting will be held from 
9 a.m. to 5 p.m. on March 27, 2006 and 
9 a.m. to 5 p.m. on March 28, 2006 at 
the National Institutes of Health, 
Building 31, C Wing, Conference Room 
6, 31 Center Drive, Bethesda, MD 20892. 
The meeting will be open to the public 
with attendance limited to space 
available. The meeting will be webcast. 

The first day of the meeting will 
include sessions on pharmacogenomics 
and large population studies of genetic 
variation, the environment and common 
disease. The pharmacogenomics session 
will include a review of Federal efforts 
in pharmacogenomics and deliberation 
on draft recommendations in this area. 

The large population studies session 
will involve discussion of a draft report 
that identifies policy issues associated 
with mounting a large population study 
in the United States. 

The second day will be devoted to 
sessions on genetic discrimination and 
patents and licensing issues. The 
genetic discrimination session will 
include an update on the status of 
Federal genetic non-discrimination 
legislation. The patents and licensing 
session will involve a presentation on 
the findings and conclusions of a 
National Academy of Sciences report on 
intellectual property rights in genomic 
research and innovation, and a 
discussion of whether there are other 
issues in this area that warrant 
SACGHS’s further attention. 

Time will be provided each day for 
public comments. The Committee 
would welcome hearing from anyone 
wishing to provide public comment on 
any issue related to genetics, health and 
society. Individuals who would like to 
provide public comment or who plan to 
attend the meeting and need special 
assistance, such as sign language 
interpretation or other reasonable 
accommodation, should notify the 
SACGHS Executive Secretary, Ms. Sarah 
Carr, by telephone at 301–496–9838 or 
e-mail at sc112c@nih.gov. The SACGHS 
office is located at 6705 Rockledge 
Drive, Suite 750, Bethesda, MD 20892. 

Under authority of 42 U.S.C. 217a, 
Section 222 of the Public Health Service 
Act, as amended, the Department of 
Health and Human Services established 
SACGHS to serve as a public forum for 
deliberations on the broad range of 
human health and societal issues raised 
by the development and use of genetic 
technologies and, as warranted, to 
provide advice on these issues. The 
draft meeting agenda and other 
information about SACGHS, including 
information about access to the webcast 
will be available at the following Web 
site: http://www4.od.nih.gov/oba/ 
sacghs.htm. 

Dated: January 26, 2006. 

Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 06–978 Filed 2–1–06; 8:45 am] 

BILLING CODE 4140–01–M 
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Name of Committee: Cell Biology 
Integrated Review Group Cellular Signaling 
and Regulatory Systems Study Section. 

Date: January 31–February 1, 2013. 
Time: 8:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: St. Gregory Hotel, 2033 M Street 

NW., Washington, DC 20036. 
Contact Person: Elena Smirnova, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5187, 
MSC 7840, Bethesda, MD 20892, 301–357– 
9112, smirnove@csr.nih.gov. 

Name of Committee: Brain Disorders and 
Clinical Neuroscience Integrated Review 
Group Clinical Neuroplasticity and 
Neurotransmitters Study Section. 

Date: January 31–February 1, 2013. 
Time: 8:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Melrose Hotel, 2430 Pennsylvania 

Avenue NW., Washington, DC 20037. 
Contact Person: Suzan Nadi, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5217B, 
MSC 7846, Bethesda, MD 20892, 301–435– 
1259, nadis@csr.nih.gov. 

Name of Committee: Oncology 1-Basic 
Translational Integrated Review Group 
Cancer Etiology Study Section. 

Date: January 31, 2013. 
Time: 8:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Westin Riverwalk, 420 W. Market 

Street, San Antonio, TX 78205. 
Contact Person: Elaine Sierra-Rivera, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 6184, 
MSC 7804, Bethesda, MD 20892, 301–435– 
1779, riverase@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel Member 
Conflict: Bioengineering Sciences and 
Technology. 

Date: January 31, 2013. 
Time: 2:00 p.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892, 
(Telephone Conference Call). 

Contact Person: Kee Hyang Pyon, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5148, 
MSC 7806, Bethesda, MD 20892, 
pyonkh2@csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: December 26, 2012. 
David Clary, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2012–31451 Filed 12–31–12; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Supplemental Record of Decision; 
Final Supplementary Risk Assessment 
for the Boston University National 
Emerging Infectious Diseases 
Laboratories 

Responsible Official: Daniel G. 
Wheeland, Director, Office of Research 
Facilities Development and Operations, 
National Institutes of Health. 
SUMMARY: The Department of Health and 
Human Services, the National Institutes 
of Health (NIH), has decided, after 
completion of a Final Supplementary 
Risk Assessment and a thorough 
consideration of public comments on 
the Draft and Final Supplementary Risk 
Assessment, to implement the Proposed 
Action, which is identified as the 
Preferred Alternative in the Final 
Environmental Impact Statement (EIS). 
This action reaffirms the NIH’s previous 
decision to partially fund the 
construction of a state-of-the-art 
National Biocontainment Laboratory 
(NBL), the National Emerging Infectious 
Diseases Laboratories (NEIDL), at the 
Boston University Medical Campus 
(BUMC) in Boston, Massachusetts. 
FOR FURTHER INFORMATION CONTACT: For 
further information on the Record of 
Decision: Valerie Nottingham, Chief, 
Environmental Quality Branch, Office of 
Research Facilities, National Institutes 
of Health, 9000 Rockville Pike, Bld. 13/ 
2S11, Bethesda, MD 20892 
nihnepa@mail.nih.gov. 

For further information on the 
Supplementary Risk Assessment: Kelly 
Fennington, Senior Health Policy 
Analyst, Office of Science Policy, 
National Institutes of Health, 6705 
Rockledge Drive, Suite 750, Bethesda, 
MD 20892, 301–496–9838 
NIH_BRP@od.nih.gov. 
SUPPLEMENTARY INFORMATION: The 
National Institutes of Health (NIH), an 
operating division of the Department of 
Health and Human Services (HHS), has 
decided, after completion of a Final 
Supplementary Risk Assessment for the 
Boston University (BU) National 
Emerging Infectious Diseases 
Laboratories (NEIDL) and a thorough 
consideration of the public comments 
on the Draft and Final Supplementary 
Risk Assessments, that the NEIDL, in its 
current location in the BioSquare 
Research Park, poses minimal risk to the 
community surrounding the facility. 
The Final Supplementary Risk 
Assessment extensively evaluated 
scenarios involving the potential human 
health consequences of an exposure to 

laboratory workers and members of the 
general public as a result of 
unintentional or malevolent events. The 
Final Supplementary Risk Assessment 
also analyzed the potential human 
health impacts of siting the NEIDL at 
two alternate locations from the current 
site in Boston. The Final Supplementary 
Risk Assessment concluded that the risk 
to the public was generally low, 
regardless of where the facility was 
located. The analysis also showed there 
was no disproportionate impact to the 
residents living in the environmental 
justice communities adjacent to the 
NEIDL’s current location or to any 
environmental justice communities at 
either of the two alternative locations 
analyzed. Based on the results of the 
Final Supplementary Risk Assessment, 
NIH is reaffirming its prior Record of 
Decision of January 26, 2006, published 
in the Federal Register on February 2, 
2006. 

On January 26, 2006, the NIH signed 
the Record of Decision (ROD) to 
partially fund the construction of a 
state-of the-art National Biocontainment 
Laboratory, which is now known as the 
NEIDL, on the Boston University 
Medical Campus in Boston, 
Massachusetts. The NEIDL is a research 
facility that was designed to include 
high- and maximum-containment 
laboratories for research on emerging 
and re-emerging infectious diseases. The 
ROD was posted in the Federal Register 
on February 2, 2006, and described the 
Proposed Action and alternatives 
considered in the NIH’s Environmental 
Impact Statement for the NEIDL. The 
ROD also described many of the 
physical characteristics of the NEIDL 
and the safeguards that would be in 
place for research conducted in the 
building. 

After the ROD was released, some 
members of the public continued to 
have concerns about the safety and 
environmental impact of the facility. 
Several citizens and public interest 
groups filed lawsuits in Federal court to 
stop the NIH’s partial funding of the 
NEIDL’s construction. Opponents also 
filed a lawsuit in Massachusetts state 
court challenging the state’s approval of 
the project. Both lawsuits alleged failure 
to adequately assess the potential 
impacts of the NEIDL on public health 
in alternative locations. In the Federal 
court proceedings, questions were 
raised specifically about the potential 
risks of the biosafety level 4 (BSL–4) 
laboratory. To address the concerns 
raised in these lawsuits, NIH established 
an independent Blue Ribbon Panel to 
advise the agency on comprehensively 
responding to the concerns raised by 
members of the community and by the 
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courts. The Blue Ribbon Panel was 
established as a working group of the 
Advisory Committee to the NIH Director 
and was comprised of experts in 
infectious diseases, public health and 
epidemiology, risk assessment, 
environmental justice, risk 
communications, biosafety, and 
infectious disease modeling. At multiple 
points during the preparation of the 
Supplementary Risk Assessment, the 
NIH also consulted the National 
Research Council (NRC) Committee on 
Technical Input that had been critical of 
a previous draft NIH risk assessment for 
the NEIDL. With the technical and 
scientific guidance of the Blue Ribbon 
Panel and the NRC Committee on 
Technical Input as well as extensive 
public input, NIH prepared a Draft 
Supplementary Risk Assessment, which 
was published in the Federal Register 
on February 24, 2012. The publication 
of the Draft Supplementary Risk 
Assessment in the Federal Register 
began a 67-day public comment period. 
After a thorough consideration of 
comments received on the Draft 
Supplementary Risk Assessment, 
including those comments received 
during a public meeting held in Boston 
on April 19, 2012, NIH prepared a Final 
Supplementary Risk Assessment, notice 
of which was published in the Federal 
Register on July 6, 2012. 

Decision 
After careful consideration of the 

information and analyses presented in 
the Final Supplementary Risk 
Assessment, including the potential 
impacts on public health and safety 
arising from research involving 
infectious agents, as well as all public 
comments received during and after the 
assessment’s preparation, the NIH has 
decided to reaffirm the decision reached 
in the agency’s initial Record of 
Decision to implement the Selected 
Alternative, to partially fund the 
construction of a state-of-the-art 
National Biocontainment Laboratory 
(NBL), the National Emerging Infectious 
Diseases Laboratories (NEIDL), at the 
Boston University Medical Campus 
(BUMC) in Boston, Massachusetts 
described in the December 2005 Final 
EIS. The additional information 
provided from the Final Supplementary 
Risk Assessment results has reinforced 
the agency’s original decision. The 
NIH’s decision to reaffirm the ROD does 
not commit the NIH to support any 
specific research in the NEIDL in the 
future. 

Alternatives Considered 
The Final Supplementary Risk 

Assessment considered and compared 

the potential public health impacts of a 
biocontainment failure at three separate, 
proposed locations for the NEIDL. Those 
locations included an urban (the current 
BUMC site), a suburban (Tyngsborough, 
MA), and a rural (Peterborough, NH) 
setting. The results of the 
Supplementary Risk Assessment 
showed minimal differences in the risks 
of infections or fatalities to lab workers 
at the three different sites because the 
laboratory and its operations would be 
the same at all three sites. There are 
differences in the three sites with regard 
to population density and other features 
of the environment, such as availability 
of medical care. The possible effects of 
these differences on risks to the public 
were evaluated. The results show that 
no statistically significant differences 
can be concluded at the suburban and 
rural sites (Peterborough and 
Tyngsborough) compared to the urban 
site (Boston). 

Factors Involved in the Decision 
Throughout the course of the project, 

NIH engaged in extensive consultations 
with the Boston community. During the 
development of the Supplementary Risk 
Assessment for the NEIDL, public input 
was sought and considered multiple 
times before the report was finalized. In 
preparing its advice to the NIH for the 
Supplementary Risk Assessment, the 
Blue Ribbon Panel held multiple public 
meetings, including several in Boston at 
locations suggested by community 
members, to hear the concerns of the 
community and to solicit input on what 
scenarios and agents the community 
wished to see analyzed in the 
document. The approach taken to 
perform the Supplementary Risk 
Assessment, as well as the types of 
scenarios and agents studied in the 
Supplementary Risk Assessment, were 
thoroughly discussed and publicly 
vetted through the Blue Ribbon Panel 
and the NRC Committee on Technical 
Input. These two independent bodies 
provided technical advice that was then 
used to guide NIH through the risk 
assessment process. In order to help 
ensure that the Supplementary Risk 
Assessment was as comprehensive and 
technically and scientifically sound as 
possible, the NIH contracted with a 
leading consulting firm to perform the 
assessment. This firm engaged outside 
experts in infectious diseases and 
modeling to assist in preparing the 
assessment. 

After extensive consultations with the 
Blue Ribbon Panel, the NRC Committee 
on Technical Input, and the public, the 
contractor preparing the Supplementary 
Risk Assessment identified and 
considered approximately 300 events 

that could potentially lead to loss of 
containment. The contractor grouped 
these 300 events initially into 30 
categories of related events. Based on 
their likely risk, several of these events 
were selected to represent the overall 
group. The selected events include 
higher- and lower-risk events that occur 
in a variety of ways and expose different 
groups of people or the environment. 
Taking these factors into account, the 
possible events selected for detailed 
analysis in the Final Supplementary 
Risk Assessment were a needlestick 
accident, a centrifuge aerosol release, an 
earthquake, and transportation 
accidents. 

To ensure examination of 
consequences with the most negative 
possible outcomes, mitigating features 
of the building systems, fully functional 
personal protective equipment, and 
standard operating procedures were not 
taken into account in the 
Supplementary Risk Assessment, which 
increased the risk by posing failures 
without taking into account mitigating 
features. For example, for purposes of 
the risk assessment, it was assumed that 
a needlestick would not be recognized 
and reported. Similarly, the risk 
assessment considered what would 
happen if a centrifuge release went 
undetected and unreported. In reality, 
lab personnel are trained to recognize 
and report such incidents, thus 
mitigating the consequences should 
such a lab accident occur. 

The Final Supplementary Risk 
Assessment examined a variety of 
possible situations—including those 
that posed the maximum realistically 
expected risk that might expose 
laboratory workers and the general 
public to disease-causing microbes that 
will be studied in the NEIDL. While 
there is no such thing as ‘‘no risk’’, the 
results of the analysis showed that the 
risk of infections or fatalities resulting 
from accidents or malevolent acts at the 
NEIDL are generally very low to only 
remotely possible. The risk assessment 
evaluated the NEIDL and proposed 
activities in its laboratories as well as 
the potential impacts to site-specific 
populations in the three alternative 
geographic locations. 

Practicable Means To Avoid or 
Minimize Potential Environmental 
Harm From the Selected Alternative 

All practicable means to avoid or 
minimize adverse environmental effects 
from the selected action have been 
identified and adopted. The NEIDL will 
be subject to oversight by numerous 
federal, state, and local entities 
including, but not limited to, the 
Centers for Disease Control (CDC) and 
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Prevention, the NIH, and the Boston 
Public Health Commission. The NEIDL 
will also be subject to federal, state, and 
local pollution prevention, waste 
management, and environmental 
regulations. This level of oversight and 
regulation, in addition to NEIDL- 
specific laboratory standard operating 
procedures and researcher training 
should greatly minimize any chance of 
a pathogen being released into the 
environment. 

Monitoring and Enforcement Program 
for Mitigation Measures 

Boston University has established 
policies and procedures to ensure that 
the NEIDL complies with all applicable 
Federal, state, and local regulations. In 
addition, trained biosafety staff at 
Boston University will perform periodic 
laboratory inspections to ensure safety 
standards are rigorously upheld. 
Laboratory inspections will also be 
performed by the Boston Public Health 
Commission. The CDC will also perform 
inspections for those laboratories 
performing research with Select Agents. 
Projects requiring the use of BSL–3 and 
BSL–4 containment must be reviewed 
and approved by the Boston University 
Institutional Biosafety Committee (IBC). 
The Boston University IBC includes at 
least two members from the public who 
are not affiliated with Boston 
University. The Boston Public Health 
Commission will also review and 
approve projects requiring BL3 or BL4 
containment. Finally, as an NIH grantee, 
Boston University is required to comply 
with the grant terms and conditions. 
These terms and conditions require 
Boston University to file an annual 
progress report with NIH that describes 
the use of any highly pathogenic agents 
or Select Agents in the past year. 

Conclusion 
The Final Supplementary Risk 

Assessment examined a variety of 
possible scenarios, including those that 
posed the maximum realistic risk that 
might result in laboratory workers or the 
general public having primary or 
secondary infections resulting from 
release of pathogens that might be 
studied in the NEIDL. While there can 
be no such thing as ‘‘no risk,’’ the 
results of this analysis show that the 
risk of infections resulting from 
accidents or malevolent acts at the 
NEIDL are generally very low to only 
remotely possible. This is largely due to 
the safeguards built into the facility, the 
low amounts of pathogens that will be 
present, and the culture of biosafety and 
training that will be integrated into 
everyday practice at the NEIDL and as 
well as due to oversight of the NEIDL by 

regulatory authorities, like the Boston 
Public Health Commission and the 
Centers for Disease Control and 
Prevention. The greatest risk posed by 
research in the NEIDL is to individuals 
conducting research in the building, not 
to the general public. The analysis did 
not show any statistically significant 
increase in risk to medically vulnerable 
populations when analyzed as a group 
or individually, as compared to what 
those risks would be at alternate sites. 
Based on these factors, NIH is 
reaffirming its prior Record of Decision, 
dated January 26, 2006, and concludes 
that high and maximum containment 
research could be conducted safely at 
the NEIDL based upon the current 
safeguards and engineering controls in 
place at the facility. 

Dated: December 18, 2012. 
Daniel G. Wheeland, 
Director, Office of Research Facilities 
Development and Operations, National 
Institutes of Health. 
[FR Doc. 2012–31509 Filed 12–31–12; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

[FWS–HQ–IA–2012–N304; 
FXIA16710900000P5–123–FF09A30000] 

Endangered Species; Receipt of 
Applications for Permit 

AGENCY: Fish and Wildlife Service, 
Interior. 
ACTION: Notice of receipt of applications 
for permit. 

SUMMARY: We, the U.S. Fish and 
Wildlife Service, invite the public to 
comment on the following applications 
to conduct certain activities with 
endangered species. With some 
exceptions, the Endangered Species Act 
(ESA) prohibit activities with listed 
species unless Federal authorization is 
acquired that allows such activities. 
DATES: We must receive comments or 
requests for documents on or before 
February 1, 2013. 
ADDRESSES: Brenda Tapia, Division of 
Management Authority, U.S. Fish and 
Wildlife Service, 4401 North Fairfax 
Drive, Room 212, Arlington, VA 22203; 
fax (703) 358–2280; or email 
DMAFR@fws.gov. 

FOR FURTHER INFORMATION CONTACT: 
Brenda Tapia, (703) 358–2104 
(telephone); (703) 358–2280 (fax); 
DMAFR@fws.gov (email). 
SUPPLEMENTARY INFORMATION: 

I. Public Comment Procedures 

A. How do I request copies of 
applications or comment on submitted 
applications? 

Send your request for copies of 
applications or comments and materials 
concerning any of the applications to 
the contact listed under ADDRESSES. 
Please include the Federal Register 
notice publication date, the PRT- 
number, and the name of the applicant 
in your request or submission. We will 
not consider requests or comments sent 
to an email or address not listed under 
ADDRESSES. If you provide an email 
address in your request for copies of 
applications, we will attempt to respond 
to your request electronically. 

Please make your requests or 
comments as specific as possible. Please 
confine your comments to issues for 
which we seek comments in this notice, 
and explain the basis for your 
comments. Include sufficient 
information with your comments to 
allow us to authenticate any scientific or 
commercial data you include. 

The comments and recommendations 
that will be most useful and likely to 
influence agency decisions are: (1) 
Those supported by quantitative 
information or studies; and (2) Those 
that include citations to, and analyses 
of, the applicable laws and regulations. 
We will not consider or include in our 
administrative record comments we 
receive after the close of the comment 
period (see DATES) or comments 
delivered to an address other than those 
listed above (see ADDRESSES). 

B. May I review comments submitted by 
others? 

Comments, including names and 
street addresses of respondents, will be 
available for public review at the street 
address listed under ADDRESSES. The 
public may review documents and other 
information applicants have sent in 
support of the application unless our 
allowing viewing would violate the 
Privacy Act or Freedom of Information 
Act. Before including your address, 
phone number, email address, or other 
personal identifying information in your 
comment, you should be aware that 
your entire comment—including your 
personal identifying information—may 
be made publicly available at any time. 
While you can ask us in your comment 
to withhold your personal identifying 
information from public review, we 
cannot guarantee that we will be able to 
do so. 

II. Background 
To help us carry out our conservation 

responsibilities for affected species, and 
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National Research Council 500 Fifth Street, NW 
Division on Earth and Life Studies Washington, DC 20001 
Board on Life Sciences Phone: 202 334 2187 
 Fax: 202 334 1289 

 
December 6, 2011 

 
Francis Collins, M.D., Ph.D. 
Director 
National Institutes of Health 
Building 1 
9000 Rockville Pike 
Bethesda, Maryland 20892 
 
Dear Dr. Collins: 
 
 At your request, the National Research Council (NRC)1 reconvened its Committee on 
Technical Input on Any Additional Studies to Assess Risk Associated with Operation of the 
National Emerging Infectious Diseases Laboratory (NEIDL), Boston University2 to provide you 
and your Blue Ribbon Panel with further technical input on the scope and design of any 
additional studies that may be needed to assess the risks associated with the siting and operation 
of the NEIDL. 
 
 In particular, you asked the NRC Committee to meet with the NIH Blue Ribbon Panel in 
public at key milestones in the development of the draft risk assessment. To this end, the NRC 
Committee met in open session with the Blue Ribbon Panel on November 2, 2011. The purpose 
of this meeting was to discuss the NRC Committee’s comments and questions on a “90 percent” 
draft of the revised risk assessment.  This Phase 3 letter report provides the NRC Committee’s 
written comments in response to that November 2 meeting.  The NRC Committee’s full 
statement of task, as developed with your office, is provided in the main body of this report. 
 
 The Committee found that the “90 percent,” or penultimate, draft of the risk assessment is 
a substantial improvement over past documents we have reviewed. What follows is intended to 
present some areas in which the Committee on Continuing Assistance to NIH sees elements that 
might be used to improve the version prepared for public comment.  
 

We hope that the comments provided in this letter report will be helpful to you and the 
Blue Ribbon Panel as you consider how the remainder of the work to be performed is carried out.  
It is the Committee’s consensus that the advice and assistance we have provided to NIH should 
                                                        
1 The principal operating arm of the National Academy of Sciences and the National Academy of Engineering. 
2 The Committee is now known as the Committee on Continuing Assistance to the National Institutes of Health on 
Preparation of Additional Risk Assessments for the Boston University NEIDL. A list of Committee members and 
their biographies is included as Attachment A. 
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now be at an end. The Committee thanks NIH for seeking its input as it works to develop 
resources for advancing the national capacity to protect and improve health. The Committee 
hopes that its suggestions will be useful in this regard.  
  
 This report reflects the consensus of the Committee and has been reviewed in accordance 
with standard NRC procedures. The work was supported by Frances Sharples, Director of the 
NRC’s Board on Life Sciences and Orin Luke of the Board on Life Sciences. 
 
  
Sincerely, 

 
John F. Ahearne, Chair 
Committee on Continuing Assistance to the National Institutes of Health on Preparation of 
Additional Risk Assessments for the Boston University NEIDL  
 
cc: Amy Patterson, M.D. 
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BACKGROUND AND INTRODUCTION 
 

 In 2003, the Boston University Medical Center (BUMC) was awarded a $128 million grant 
from the National Institutes of Health (NIH) to build one of two national maximum-containment 
laboratory facilities for pathogen research. The National Emerging Infectious Diseases 
Laboratories (NEIDL) are meant to support the National Institute of Allergy and Infectious 
Diseases’ biodefense research agenda, conducting research to develop new approaches to 
treating, preventing, and diagnosing a variety of bacterial and viral diseases. Diseases and 
pathogens to be studied include viruses (e.g., Ebola, Marburg, dengue fever, Lassa fever, and 
highly pathogenic influenza) and bacteria (e.g., Shigella and plague) that occur naturally and 
cause infections or that could be used in deliberate attacks. The facility includes a biosafety level 
4 (BSL-4) containment laboratory housed in a 192,000 square foot building. Although the 
NEIDL BSL-4 laboratory accounts for only 13 percent of the building’s total space, it has been 
the source of virtually all of the community concern surrounding this project. The location of the 
facility on Albany Street in Boston’s South End, which is an environmental justice community, 
(Boston Region Metropolitan Planning Organization, Journey to 2030; Loh, et al., 2002) has 
been controversial, and there have been numerous public meetings over the plans for the facility 
as well as three legal actions challenging the project. Construction of the laboratory building is 
now finished although commissioning of the laboratory facilities has not been completed. A 
remaining issue is whether the BSL-4 component will become operational. 
 The building, including the BSL-4 laboratory, is part of the BioSquare Phase II project. 
Under the Massachusetts Environmental Policy Act (MEPA), the Secretary of the 
Commonwealth of Massachusetts’s Executive Office of Environmental Affairs issued a 
certificate stating that the BioSquare II project required the preparation of an Environmental 
Impact Report (EIR). Although the Massachusetts Secretary of Environmental Affairs in 2004 
found that the final Environmental Impact Report adequately and properly complied with 
MEPA, this determination was challenged in court. In July 2006 the Superior Court of 
Massachusetts vacated Massachusetts’ certification of the EIR and remanded the matter to the 
Secretary of Environmental Affairs. 
 NIH prepared a document, “Draft Supplementary Risk Assessment and Site Suitability 
Analyses” (DSRASSA), regarding the siting and operation of the NEIDL in response to 
comments from the federal court presiding over another lawsuit under the National 
Environmental Policy Act (NEPA) and to supplement NIH’s previous assessments of the 
potential risks posed by the NEIDL at its current location in Boston. 
 At the request of the State of Massachusetts, in November 2007 the NRC Committee 
authoring the current report released the first in a series of letter reports assessing the 
DSRASSA.3 The Committee’s assessment was critical of the DSRASSA, finding that it was not 
sound and credible, did not adequately identify and thoroughly develop worst-case scenarios, and 
did not contain the appropriate level of information to compare the risks associated with 
alternative locations. The report also raised specific concerns about agent selection, scenario 
development, modeling methodology, environmental justice issues, and risk communication. 
 In March 2008, NIH established its Blue Ribbon Panel (BRP) to provide scientific and 
technical advice to the NIH Director through recommendations made to the Advisory Committee 

                                                        
3 NRC. Technical Input on the National Institutes of Health’s Draft Supplemental Risk Assessments and Site 
Suitability Analyses for the National Emerging Infectious Diseases Laboratory, Boston University: A Letter Report 
(2007). Available at: http://www.nap.edu/catalog/12073.html. 
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to the Director. The panel members were charged with providing ongoing, expert input to guide 
the development of any necessary additional risk assessment analyses. Also in 2008, the same 
NRC Committee reconvened at the request of NIH. The NRC Committee has been meeting with 
the BRP periodically as milestones were reached in the preparation of additional risk assessment 
materials. The NRC released its second letter report in April 2008.4 The Committee restricted its 
comments in that report to suggestions based only on its previous review of the DSRASSA and 
improving the risk assessments presented therein as input to any additional studies that may be 
needed to assess risk associated with the siting and operation of the NEIDL. As noted in its 2007 
report, the Committee acknowledged and emphasized the need for biocontainment laboratories, 
including BSL-4 laboratories. However, the Committee’s view remained that the selection of 
sites for high-containment laboratories should be supported by detailed analyses and transparent 
communication of the available scientific information regarding possible risks. 
 In its 2008 report, the Committee refrained from prescribing specific methods and other 
details, electing instead to structure its suggestions to the NIH BRP around the following 
overarching questions that should be addressed in future reports about the risks associated with 
operating the NEIDL:  

 What could go wrong?  
— Release scenarios for infectious agents 
— Agents to consider for risk assessment 

 What are the probabilities that these scenarios will occur? 
 What would be the consequences if they did occur?  

The Committee also recommended that NIH make greater use of the accumulated wisdom in the 
published literature on how to achieve effective risk communication.  
 In 2009 NIH asked the NRC to convene the NRC Committee again to provide input at 
key milestones in the development of the supplementary risk assessment through a series of letter 
reports (see full Statement of Task, below). The first milestone for which input from the NRC 
was requested was the development of plans for the supplemental risk assessment. On March 19, 
2010 at a joint meeting of the NIH BRP and the NRC Committee, the two contractor groups 
selected by NIH to complete the supplemental risk assessment—Tetra Tech and its 
subcontractors from the University of Utah—made presentations on the proposed plans for the 
supplemental risk assessment. At NIH’s request, the NRC Committee focused its discussions of 
the proposed approaches on the following questions:  

1. Is the range of agents being studied appropriate? 
2. Is the approach to event sequence analysis appropriate? 

— Will the method result in an adequate range of scenarios being considered and 
selected for analysis?  

— Are the plans for analysis and expression of results appropriate? 
3. Is the modeling approach appropriate? 

— Is the approach to initial infection sound?  
— Are the criteria for and selection of models sound?  
— Are the uses of the hybrid branching-compartment models and the extreme values 

analysis sound? 
                                                        
4 Technical Input on Any Additional Studies to Assess Risk Associated with Operation of the National Emerging 
Infectious Diseases Laboratory, Boston University: A Letter Report (2008). Available at: 
http://www.nap.edu/catalog/12208.html. 
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 On the basis of this meeting, in April 2010 the NRC Committee delivered its third letter 
report.5 In that report, the Committee noted that it had heard about plans, but not yet results. In 
general, the NRC Committee found the proposed approaches to conducting the risk assessment 
suitable and well planned. The agents selected for analysis were appropriate and comprehensive, 
and the expertise available on and to the assessment team seemed strong. NIH and Tetra Tech 
appeared to recognize data limitations and the need for flexibility in study design. The 
Committee encouraged NIH and Tetra Tech to develop qualitative analyses (an explanation of 
the safety and risk profile) of all 13 pathogens on the list in a manner that is clear and accessible 
to the public. The Committee also suggested that the qualitative analyses in the body of the 
assessment be supplemented with results of quantitative modeling planned for five pathogens, 
with details provided in appendices. Further, the Committee encouraged NIH and Tetra Tech to 
rely on data that are available from existing case studies, public health surveillance of the 
surrounding communities, and release incidents, not only to support its models but also to 
provide a complete and understandable picture for the public. The NRC Committee again 
emphasized that the final risk assessment be able to serve as an effective risk communication 
tool.  
 
 On September 22, 2010, the NRC Committee again met in open session with the Blue 
Ribbon Panel to hear presentations by NIH’s contractors on the approaches they were taking to 
conduct the risk assessment. After reviewing the material presented at the meeting, the NRC 
Committee concluded that it could not endorse as scientifically and technically sound the 
illustrative analyses presented. At that time, the NRC Committee found that the analyses 
presented did not represent a thorough assessment of the public health concerns raised by the 
Committee in its previous reports. The Committee noted that the analytical results discussed 
were incomplete, work on additional analyses was still ongoing, and expressed the hope that the 
comments provided in that letter report6 would be helpful to NIH and the Blue Ribbon Panel as 
the remainder of the work to be performed was carried out.   
 

In October of 2011, NIH provided a 1700 page “90 percent” draft of the revised risk 
assessment (RA) for the NEIDL to the NRC Committee for its review. (This is the penultimate 
draft of the document before it is released for public comment.) The Committee met in closed 
session on November 1, 2011 to compile its questions and comments for a discussion with the 
Blue Ribbon Panel and the NIH contractor team the following day, November 2. This letter 
report contains the NRC Committee’s written comments in response to that November 2 
meeting.   
  
Statement of Task for This Letter Report 

As with the Committee’s previous two letter report of the same title, the statement of task 
for this letter report is as follows: 
 

The NIH will engage the Committee on Technical Input on the NIH’s DSRASSA 
for the Boston University NEIDL at key milestones during the development of a 

                                                        
5 Continuing Assistance to the National Institutes of Health on Preparation of Additional Risk Assessments for the 
Boston University NEIDL, Phase 1: A Letter Report (2010)  
6 Continuing Assistance to the National Institutes of Health on Preparation of Additional Risk Assessments for the 
Boston University NEIDL, Phase 2 (2010) 
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draft supplementary risk assessment. The NRC and the NIH Blue Ribbon Panel 
(BRP) will meet together in public to discuss the developing draft report. 
Information contained in the draft risk assessment may include data on agents, 
models, and scenarios; preliminary modeling results; and quantitative and 
qualitative assessments. Documents reviewed and discussed at these meetings will 
be made available to the public. Following each meeting with the BRP, the NRC 
Committee in closed session will prepare brief letter reports on the preliminary 
results of the supplementary risk analyses, focusing on whether the analyses are 
scientifically and technically sound in general and whether they address the public 
health concerns previously raised by the NRC in its review of the July 2007 
DSRASSA. These letter reports will be made available to the public. The 
Committee will also provide written comments on the draft supplementary risk 
assessment when that document is made available for formal public comment. 
The Committee will submit its findings in the form of a final letter report that will 
also be made available to the public. 

  
  

COMMITTEE RESPONSE TO THE NOVEMBER 2, 2011 MEETING 
 

General comments 
 

The 90 percent Risk Assessment draft is a substantial improvement over past documents 
the Committee has reviewed.  Given the document’s already substantial length, the Committee’s 
comments are not meant to suggest that it would be desirable to add a great deal more text or 
analysis. Rather our comments are intended to present some areas in which the Committee on 
Continuing Assistance to NIH sees elements that might be used to improve the version that is 
ultimately prepared for public comment. Following a few general comments, the Committee will 
provide its thoughts on the individual chapters of the report. 

 
1. This draft report is an extremely large and technically complex document. The 

Committee strongly recommends that both an Executive Summary written for the lay 
audience and a summary of Chapter 11 that synthesizes and interprets the major findings 
of the RA in plain language be developed to facilitate public understanding. Several of 
the other expansive chapters could also benefit from the addition of plain language 
summaries.  

 
2. The document would be improved by including as one of its key messages a clear 

commitment by NIH and Boston University to encouraging and maintaining a culture of 
safety at the NEIDL. In addition, NIH or Boston University should periodically review 
the RA as new agents are introduced into the NEIDL or other significant changes are 
made in operating procedures. Of course the BU Institutional Biosafety Committee (IBC) 
and Institutional Animal Care and Use Committee (IACUC) will also review and oversee 
changes involving new organisms or toxins, procedures, or increased volumes of 
materials.    
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3. The Committee has reservations about the omission of a fomite “carry out” scenario in 
the quantitative modeling. The rationale for why this scenario is not included should, at 
the very least, be discussed and justified. 

 
4. While the Committee recognizes that there are many areas for which there simply are no 

data to analyze for a number of the pathogens assessed, it is important that assumptions 
and conclusions that rely on “expert opinion” be distinguished from those that derive 
from data from the literature. The report would also benefit from being more transparent 
about what was done and for what reasons throughout. 

 
5. The document is very difficult to navigate due to its structure and length as well as to 

inconsistencies in style and the use of terminology. It will be important to include many 
cross references so that conclusions presented in one section can be traced back to 
analytical discussions in previous chapters, etc. 

 
Chapter 1: Introduction 
 
Some of the statements included in Chapter 1 on “environmental justice” seem to imply that the 
major concern in this area is differences in population density among sites. It might be helpful to 
craft a paragraph for this chapter describing how environmental justice seeks to compare 
population characteristics, not just density.  Other differences in environmental justice 
communities might include variations in host population susceptibilities to infectious agents and 
access to appropriate health care. The relevant factor is how much environmental justice 
communities differ in their ability to react if infection occurred.   
 
Chapter 2 and Appendices A and B: Facility Design, Operation, and Site Descriptions 
 
This chapter is readable for regulators as well as the general public.  The illustrations help 
communicate the technology.  The design as described is state-of-the-art by 2011 standards and 
construction appears to be compliant with all relevant standards and guidance, e.g., BMBL and 
Massachusetts State requirements. Oversight is described as being provided by the Institutional 
Biosafety Committee, which is standard.  Additional oversight by the Institutional Animal Care 
and Use Committee, the NIH Office of Biotechnology Activities (RAC), and the NIH Office of 
Laboratory Animal Welfare should be mentioned, as these are important for animal and 
recombinant work. 
 
Chapter 2 might be the right place for adding the recommended statement (see General 
Comments, above) on committing to a “culture of safety.”   
 
Training: Demonstration of competency should be instituted as a requirement for independent 
work in the BSL-3 or BSL-4 suites. In addition, periodic retraining and retraining after incidents 
such as accidents should be required. The BSL-4 simulator training is a positive aspect. 
 
The fact that Boston University is working with the Boston Public Health Commission (BPHC, 
p. B-4) is a change for the better.  Sustaining this partnership over the life of the facility would 
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be far preferable to relying on it only for establishing the ability to operate the BSL-3 and BSL-4 
laboratories.   
 
A positive note with regard to the NEIDL’s current location is its affiliation with the Boston 
Medical Center, which has ample isolation space and provides an ability to bring point-of-care to 
the patient and minimize patient movement through the hospital.   
 
Attachment B contains a number of editorial comments and minor questions from this chapter. 
 
Chapter 3 and Appendix C: Pathogen Characteristics 
 
This chapter and the lengthy Appendix C contain a wealth of valuable information on what is 
known about the pathogens assessed.  But perhaps because of this great length (Appendix C is 
300 pages) there is a certain lack of cohesion. The material would benefit from a clearer 
explanation of the state of the science and its relevance for the risk assessment. A brief 
introduction (“primer”) to the chapter that explained the relevance of the major categories of 
information could be included for each pathogen. For example, an explanation of dose-response 
assessment that describes what is known about dose-response relationships relevant to predicting 
the likelihood and severity of human disease would be helpful. A common language description 
of principles and limitations of dose-response assessment could also help the less technically 
oriented reader understand the reason for the inclusion of this information in the chapter.  
 
In addition, the epidemiological “case control” literature that refines our ideas about transmission 
routes and the likelihood and severity of resulting disease for some of the pathogens is not 
adequately incorporated into the analyses and referenced. This would enable “plausible 
inference” about routes of transmission rather than simply making statements such as “person to 
person transmission does not happen.”  In general, statements like this one occur throughout the 
document and should be softened to suggest that likelihood is small.  
 
Again, in this chapter and throughout the document, it is important to distinguish carefully and 
clearly between what is based on expert opinion and what is based on data from animal models 
or other scientific evidence.  It is also important to make clear where data do not exist and what 
assumptions have consequently been made and why. For example, on p. 3-71, lines 16-17, a 
statement is made that the RA will make probabilistic estimates of initial infection for those 
exposed to model-generated amounts of Tick-borne Encephalitis virus. However, there are no 
human dose response data for this virus, so an explanation of how such estimates can be made 
and what is assumed to make them is needed.  
 
Chapter 4 and Appendices D, E, and F: Event Sequence Analysis 
 
This chapter contains numerous tables of information about event and exposure scenarios.  
However, because the basis for assigning frequencies to the various exposure categories (e.g., 
Table 4-5 on pp. 4-10-4-11) is not clear, the Committee is not confident that we can agree with 
the values assigned.  In several cases, the Committee definitely disagrees with the frequencies 
assigned.  As noted above, the Committee would like to see the rationale for the exclusion of a 
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fomite “carry out” scenario, as this kind of event has been shown to be the source of significant 
problems at real labs. 
 
Second, it is the Committee’s view that real world experience would seem to indicate that the 
frequency of unreported punctures due to needle sticks may be much higher than the “low” 
category (once in 1 to 100 years) assigned (Table 4-5). Furthermore, because reporting of such 
an event is dependent on worker compliance, the Committee is concerned that the likelihood of a 
non-reporting lab worker spreading an infection may be somewhat underestimated.  There is 
already a quote on page D-2 on why laboratory-related exposures may not be reported: 
“hampered by an indifference to and, frequently, an unwillingness to report these incidents” [in 
part] “due to fear of reprisal and the stigma associated with such events.”  Using a more realistic 
estimate of frequency and/or expansions of sensitivity analyses for this scenario could potentially 
strengthen this analysis.  
 
Third, the assignment of frequency category C (1 in 10,000 to 1 million years) to the high 
consequence earthquake scenario, given the paucity of actual data on occurrences of large 
magnitude quakes on the eastern seaboard of the US, is a concern. (Note that a magnitude 5.8 
quake occurred in 2011 in Virginia, where such earthquakes are conventionally thought to be 
highly unlikely.) The Committee recommends that the contractor at least investigate whether 
categorizing the latter frequency as a B (I in 100 to 10,000 years) makes a difference in the 
outcome.  
 
Finally, the analysis of the probability that one or more infected animals might survive an 
earthquake and escape if the building collapses was not entirely convincing. This possibility is 
mentioned briefly at the bottom of page 4-31, and again on page 4-41 and in the appendices.  
Chapter 7 also suggests that infected animals could lead to pathogens becoming endemic in the 
local area.  Could the probability that even if building containment fails catastrophically, all 
infected arthropods and lab animals will die rather than escape be discussed?  At the very least, 
this and some of the other “highly unlikely” scenarios that are excluded from further 
consideration should at least receive attention in the form of sensitivity analyses. 

 
Chapter 5: Transportation and Appendix G 
 
The committee believes that the chapter on transportation is thorough and has no concerns with 
the content. The Committee is persuaded that following federal, state and local requirements 
should provide adequate means for addressing transportation issues if such should arise.  
 
Chapter 6: Threat Assessment 
 
The Committee is sympathetic to the difficulties of presenting a threat assessment but is 
concerned that this chapter will not alleviate public concern in its current form. It is frustrating to 
read because conclusions are not presented at the end. The chapter would benefit if it were to 
state clearly up front that the results of some calculations cannot be reported because of security 
concerns.  This would at least spare the reader the frustration of finding no bottom line at the end 
of the chapter.  
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Chapter 7 and Appendix H: Environmental Persistence 
 
The Committee agrees with the conclusions drawn about which pathogens have the potential to 
become established in the environment.  
 
A “cleaned up” version of the Delphi report (Appendix H and attachments) would be valuable 
and should include explanations of how the information was used.  Some of the data tables in the 
report (e.g., Attachment H-4, p.99) are not clearly labeled and their meaning is not apparent.  As 
noted above, it is important that assumptions and conclusions that rely on “expert opinion” be 
distinguished from those based on data from the literature.  
 
Chapter 8 and Appendices I, J, and K: Health Effects Following Exposure 
 
Table 3-2B on p. 8-14: It is not clear whether the stated frequencies are for individual workers 
vs. workforce risk for needle stick. It appears that the risk of a needle stick event should go up 
with number of workers and perhaps with numbers of injections required.  
 
The committee believes that the numbers presented in the table on p. I-10 (differential 
susceptibility) are optimistic and underestimate potential differences among vulnerable groups, 
particularly when categories are combined. For example, it is not unusual to find obesity and 
diabetes in the elderly, and the combination of these three factors in individual patients might 
dramatically change the estimates of increased vulnerability in some members of the population.  
It is also plausible that a pregnant woman could be both diabetic and HIV infected. Addressing 
the vulnerability factors one at a time may drastically underestimate susceptibility and co-
morbidity.  The Committee recognizes that data on such factors may be scarce. Given this, it is 
important that the document be completely transparent about how rigorous the estimates 
presented can be.  
 
Some of the numbers in Table 5-2a on p. 8-23 are an example of false precision, e.g., 1.5X10 -47, 
particularly when so many of the parameters have had to be estimated.  Similarly, the dose 
response tables in appendix J (p. J-21) contain detail that may not be biologically meaningful. 
 
Chapter 9 and Appendix L: Secondary Transmission 
 
In general, the committee finds the modeling on secondary transmission to be satisfactory and 
the assumptions made in the chapter are transparent.  There are, however, a number of editorial 
issues that it would help to address: 
 

 There are about five different definitions of R0 presented in this chapter and elsewhere; 
all are different and some are incorrect.  

 The definition of “latency period” used in the document is usually what is referred to as 
“incubation period” elsewhere. These two parameters are not the same and only coincide 
when the onset of infectiousness coincides with the onset of symptoms.  

 p. I-13, line 25: The assumptions that underpin the modeling methodology are clearly 
described. Some of these assumptions, though, are convenient approximations (e.g., the 
assumption that contact rates between medically vulnerable subpopulations and others are 
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directly and simply related to their abundance). The report would be improved if there 
were some discussion about how the approximations can be expected to alter (if at all) 
model conclusions. 

 The equations in this chapter did not reproduce into the pdf version, and this must clearly 
be corrected before the document goes public.  

 
Chapter 10 and Appendix M: Environmental Justice 
 
The Committee believes that the RA team has made substantial progress in addressing 
environmental justice and Chapter 10 and Appendix M set out a credible and thoughtful 
approach to environmental justice based largely on federal and state environmental justice 
executive orders and policies.  There is still, however, one significant short-coming in the 
environmental justice analysis, which is captured in lines 23 to 26 on page 10-22.   
  
“If a member of the environmental justice community is exposed to a pathogen, there are no 
published data or guidance to inform the analysis of increased susceptibility to any of the 13 
pathogens considered in the RA.” 
  
It is essential that the RA make a good faith effort to assess increased susceptibility to these 
pathogens. As noted earlier in this same chapter (page 10-19, lines 13 – 26), there is some 
evidence that minority communities have higher rates of hospitalization, morbidity and mortality 
from infectious diseases.  Second, equal accessibility to health services and medical care – which 
would be available if the Massachusetts law is implemented – is not the same as equal utilization 
of health services and medical care.  It is likely that environmental justice communities could 
have utilization barriers to medical care and health services.  Third, the secondary transmission 
rate among environmental justice community members is a key question for community 
members.  Citizens and the public are likely to ask about it. Questions of increased morbidity and 
mortality, accessibility and utilization of health services, and secondary transmission in minority 
communities should at least be explored in a philosophical discussion, even if current, hard data 
do not exist.   
  
In the absence of data or guidance, the RA team should use the qualitative information that is 
available to it and, at a minimum, provide a discussion of the effects of health disparities and 
what these might mean in terms of transmission among, and impact to, the community.  On such 
an important question, it is not enough to terminate all further examination in the way that lines 
23 to 26 (page 10-22) now do. 
 
Chapter 11: Risk Characterization 
 
In general and as noted above, the Committee finds this chapter long on numerical information 
and short on explanations about what it all means. A summary written in plain language for the 
non-technical reader would improve the chapter and the report overall.  
 
In keeping with comments made above in Chapters 4 and 8, the Committee is concerned that 
failure of protective equipment and failure to follow procedures on the part of personnel are 
underestimated in the analyses. For example, the categorization of various categories of human 
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error as “B” (one per 100 years or even less frequently) does not align with much of what we 
know about human error rates and the ability of human beings to defeat sophisticated 
engineering solutions. As another example, the Committee does not believe that the assumptions 
made about PAPR (powered air purifying respirator) failure rates on p. 11-8 are realistic. This 
could be addressed using a sensitivity analysis to see whether an increase has any effect on the 
overall assessment.   
 
The statement on p. 11-9, lines 24-26 that an undetected needle stick would affect only one 
worker and is “estimated to be in frequency category B (one in 100 to 10,000 years)” is a strong 
statement that should be explained. (See also discussion under Chapters 4 and 8, above.) 
Similarly, on p. 11-27, line 31, the statement that there is “no risk of person-to-person 
transmission” is overly strong and in fact contradicts cases sited in chapter 3 of person to person 
transmission (e.g., for cutaneous anthrax). It would also be helpful to point readers to the source 
(in the report) of analysis and information on which conclusions about “operational information” 
are based (p. 11-29, line 5). 
 

SUMMARY 
 

As noted earlier, the Committee finds that this penultimate draft of the RA is a substantial 
improvement over past documents we have reviewed.  In the terms in which our Statement of 
Task is written, the RA is now closer to reaching its goal of being “scientifically and technically 
sound” and, in general, addresses the concerns raised in the original NRC review of the 
“DSRASSA” document in 2007.  While there are many approaches to preparing a risk 
assessment and in some aspects the Committee would have used approaches other than those 
found in this draft, this is no reason to fault the document. It is clear that NIH and the Blue 
Ribbon Panel have gone to unprecedented lengths to improve the risk assessment for the NIEDL 
and have made substantial advances.  It is the Committee’s hope that the comments in this letter 
report will be taken as suggestions for improving the final draft report further. We wish NIH well 
as it moves into the next phases of this complex process and prepares for the solicitation of 
public comments on the final draft. It is the Committee’s view that no further advice from this 
group would be useful nor should it be required. 
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Attachment B: List of Editorial Comments 
 

Chapter 1 
 
p. 1-17, line 30: “Reasonableness” may not be the best descriptor; wouldn’t “rigor” be a better 
term? 
 
p. 1-20, line 15: Are the worker populations at the respective sites truly “equal”? Is there any 
intent to pursue local hiring in preference to other approaches? 
 
Chapter 2 
 
p. 2-6, line 18: “Biomolecule Production Core. This operational service is responsible for 
developing SOPs for propagation and titration of all BSL-4 pathogens that will be used in the 
NEIDL.”  
 
Not clear why the Biomedical Production Core will develop SOPs for titration of BSL-4 
pathogens.  Is this not a normal practice for the researchers? 
 
P.2-7, line 19: “Specimen Processing Core. This service supports NEIDL investigators in 
studying  emerging infectious diseases by handling the collection and storage of animal 
specimens and cultures in the appropriate biocontainment setting (e.g., BSL-2, BSL-3).”  
 
Who will be responsible for the storage of BSL-4 materials, and where will that be done? 
 
p.2-8, line 11:  “The BAS controls or monitors environmental and other 11 operational 
parameters (temperature, humidity, flow, and pressure values) for individual areas or 12 rooms, 
fire suppression, and liquid waste treatment.” 
 
Will the BAS also control the lighting in animal rooms? 
 
P.2-10, line 7: “All electrical conduit, plumbing, piping, supply and exhaust ducts and 
miscellaneous 7 penetrations are sealed at the point of penetration into the high biocontainment 
laboratories (BSL-3 and BSL-4).” 
 
“High containment” = BSL-3; “maximum containment” = BSL-4.  This should be used 
throughout the report. 
 
P.2-12, line 4: “In general, biological indicator vials are placed inside biocontainment bags 
containing the material to be processed in the autoclave. If the autoclave does not reach the 
programmed temperature, the spores will subsequently grow, and change the color of a pH-
sensitive chemical in the growth medium.” 
 
Consider the following:  In order to incubate the biological indicator, it has to be removed from 
the biohazard bag.  If the spores should grow (indicating incomplete decontamination), then 
someone (plus the local area where the bag was opened outside of containment) will be 
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potentially contaminated.  This is why the biological indicator is placed in “dummy” bags to 
mimic the contents of the biohazard bag. 
 
p. 2-12, line 26: “A Class III BSC, is illustrated in Figure 2-4.” 
 
Figure 2-4 is a centrifuge; a Class III BSC is not shown. This figure is also referred to 
(appropriately) in the next section on centrifuges. The figure should be moved and a 
picture of a Class III BSC added at Figure 2-4.   
 
P.2-14, line 10: “Ultra-low temperature freezers (Figure 2-5) provide long-term protection and 
storage for valuable samples of biohazardous materials.” 
 
An important feature (not mentioned in the draft report) is that such storage freezers need to be 
equipped with locks for biosecurity. 
 
p. 2-16, line 29: “The IBC coordinates its application procedures with two other offices, 
Research Occupational Health Program (ROHP), to ensure that research personnel have adequate 
occupational health monitoring, training on safe work practices, exposure control emergencies, 
and use of PPE.” 
 
What is the second office? Only ROHP is listed. 
 
p. 2-17, line 12: 2.1.4.3 Standard Operating Procedures and Training 
 
Generic question: Who reviews/approves SOPs? 
 
p. 2-19, line 15: “Such materials are biological samples needing further analysis…” 
 
What is the SOP for removing samples “for further analysis”?  Where will that be done?  Will 
they be irradiated?  It would be helpful to describe this. 
 
Appendix A 
 
p. A-6, lines 4-8:  Several of the items referenced are not “codes,” but “guidelines” based on best 
practices and principles of biocontainment.   
 
p. A-10, line 18: “… (e.g., an escape bottle air apparatus).” 
 
Please describe. 
 
p. A-18, line 8: “Work being performed within high-level biocontainment areas will be 
monitored by systems to ensure that at least two authorized persons are in each area at all times 
to ensure safety and minimize risk of an individual initiating a malevolent or unauthorized act.” 
 
Excellent procedure. 
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p. A-26, line11-12: “Gas decontamination will be considered for large pieces of equipment (e.g., 
penning, BSCs, carts) because gases pass between barriers of biocontainment.” 
 
This does not make sense.  Please clarify. 
Chapter 3 
 
p. 3-15, line 7- 8: “The disease occurs worldwide and in the US in animals. There are a 
significant number of naturally occurring cases reported in the US annually.” 
 
The first sentence should be reworded as follows: “The disease occurs in animals worldwide and 
in the US.”   
 
What does “significant” mean? Can a specific number or range be provided?  
 
p. 3-17, line 24-25: “A vaccine was available for both military and civilian use that was offered 
to laboratory workers; however, currently, there are no FDA-approved vaccines available for F. 
tularensis.” 
 
This sentence suggests that the vaccine for laboratory workers is no longer available, but this is 
not the case. A non-FDA approved tularemia vaccine is still available for lab workers from the 
special Immunizations Program at Fort Detrick, MD.   
 
Chapter 9  
 
Case fatality rate (CFR) should be used instead of mortality rate in the discussions in this 
chapter.  
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